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SMLOUVA O KLINICKEM HODNOCENI

Tuto SMLOUVU O PROVEDEN{
KLINICKEHO HODNOCENI (déle jen ,,smlouva®)
uzaviraji ke dni podpisu posledni smluvni strany
(dale jen ,,Datum platnosti©) s datem ucinnosti
.............. .nasledujici smluvni strany:

ANNEXON, INC. se sidlem na adrese 180 Kimball
Way, Suite 200, South San Francisco, CA 94080
USA (dale jen ,,zadavatel),

Fakultni nemocnice Ostrava

17. listopadu 1790/5, 708 52 Ostrava-Poruba,
Ceska republika

1C: 00843989

DIC: CZ00843989

Ztizovaci listina MZ CR ze dne 25. listopadu
1990 ¢.j. OP-054-25.11.90

ve vécech této smlouvy je opravnén jednat a

podepisovat: doc. et doc. MUDr. Petr Vavra,
Ph.D., naméstek feditele pro védu, vyzkum a
vyuku

Bankovni spojeni: Ceska narodni banka
Adresa banky: Na Piikopé 28, 115 03 Praha 1
Cislo Giétu: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761
BIC kéd (SWIFT): CNBACZPP

Variabilni symbol: 649071372

(dale jen ,,zdravotnické zarizeni®) a

Zadavatel, zdravotnické zafizeni mohou
byt jednotlivé oznaCovany ,.smluvni strana“,
spole¢né pak ,,smluvni strany.*

VZHLEDEM K TOMU, ZE zadavatel
provadi klinické hodnoceni s nazvem: ,,Studie
hodnotici rysy komplementu u pacientd s
autoimunitni hemolytickou anémii s tepelnymi
protilatkami* podle protokolu ¢. ANX-wAIHA-
01, wvcetné¢ vSech jeho dodatkt (dale jen
,»protokol);

VZHLEDEM K TOMU, ZE zadavatel
povéril spole¢nost Premier Research Group SLU
se sidlem na adrese Calle Camino de la Zarzuela,
19 28023, Madrid, Spanélsko , DIC
B84664655(dale jen ,,CRO nebo Premier
Research®), véetné¢  jejich  pfidruZzenych
spoleCnosti, aby jednala jménem zadavatele

CLINICAL TRIAL AGREEMENT

THIS CLINICAL TRIAL AGREEMENT
(the “Agreement”) is entered into as of the date
of signature by the last Party (the “Date of
Validity”) with the Effective Date.........
...... .., by and among;:

ANNEXON, INC. with its registered office at 180
Kimball Way, Suite 200, South San Francisco,
CA 94080 USA (“Sponsor”),

Fakultni nemocnice Ostrava

17. listopadu 1790/5, 708 52 Ostrava-Poruba,
Czech Republic

1C: 00843989

DIC: CZ00843989

Charter of the Ministry of Health of the Czech
Republic of 25 November 1990 File no. OP-
054-25.11.90

Authorized to act and sign in matters of this
contract: doc. et doc. MUDr. Petr Vavra, Ph.D.,
Deputy Director for Science, Research and
Education

Bank: Ceské narodni banka

Bank address: Na Ptikop¢ 28, 115 03 Praha 1
Bank account No.: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761
BIC code (SWIFT): CNBACZPP

Variable symbol: 649071372

(“Institution”) and

Sponsor, Institution may be referred to
individually as a “Party” and collectively as the
“Parties.”

WHEREAS, Sponsor is conducting a
clinical study entitled: “A Study to Evaluate
the Complement Signature of Subjects with
Warm Autoimmune Hemolytic Anemia”,
under protocol # ANX-wAIHA-01 including
all amendments thereto (the “Protocol”).

WHEREAS, Sponsor has authorized
Premier Research Group SLU with a place of
business at Calle Camino de la Zarzuela, 19
28023, Madrid, Spain and VAT number
B84664655 (“CRO or “Premier Research”),
together with its affiliates, to act on behalf of
Sponsor to arrange and administer the Study (as
defined below).
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a zorganizovala a fidila klinické hodnoceni (jak je
definovano nize);

VZHLEDEM K TOMU, ZE spole¢nost
Premier Research je zplnomocnéna podepsat tuto
smlouvu jménem zadavatele na zdklad¢ plné moci
podepsané zadavatelem (PRILOHA B);

VZHLEDEM K TOMU, ZE MUDr. Jaromir
Gumulec je zaméstnancem zdravotnického
zafizeni abude fidit provadéni klinického
hodnoceni (déle jen ,,zkouSejici);

VZHLEDEM K TOMU, ZE zadavatel si
pfeje zadat zdravotnickému zafizeni provedeni
vySe uvedené¢ho klinického hodnoceni (dale jen
,.klinické hodnoceni®);

VZHLEDEM K TOMU, ZE klinické
hodnoceni bude zahajeno na zaklad¢ pisemného
souhlasu  vydaného etickou komisi dne
27.05.2021 , referencni Cislo: 382/2021;

SMLUVNI STRANY se dohodly takto:

1. ROZSAH SLUZEB

1.1 Protokol klinického hodnoceni.
Pted zahajenim klinického hodnoceni zadavatel
zajisti, aby protokol klinického hodnoceni a verze
ICF (jak je definovano v odst. 1.6) byly schvaleny
prislusnou etickou komisi (dale jen ,,EK*). Navic
bude zadavatel koordinovat cCinnost s EK za
ucCelem piezkoumani aziskani pisemného
schvaleni vSech piipadnych dodatkti protokolu
nebo ICF. Zadavatel dale zajisti, aby bylo klinické
hodnoceni po celou dobu provadéni pod
pribéznym dohledem EK. Smluvni strany berou
na védomi asouhlasi stim, Ze zadna zména
protokolu, ICF ¢i jiného dokumentu souvisejiciho
s klinickym hodnocenim nebude provedena bez
pfedchoziho pisemného souhlasu zadavatele
a/nebo spolecnosti CRO. Veskeré zmény
protokolu nebo jiného dokumentu klinického
hodnoceni, které pisemné odsouhlasil zadavatel
a/nebo CRO, se zacleni do této smlouvy na zaklade
tohoto odkazu.

1.2 Odchylka od
protokolu/bezodkladné vyrozuméni. Odchylky
od protokolu nejsou piipustné s vyjimkou piipadd,
kdy jsou zapotiebi kochran¢ bezprostiedni
bezpeCnosti, zdravi nebo blaha subjekti

WHEREAS, Premier Research has been
granted authority by means of power of
attorney signed by the Sponsor, to sign this
Agreement on behalf of the Sponsor
(EXHIBIT B).

WHEREAS, MUDr. Jaromir Gumulec
is as an employee of the Institution and will
direct the conduct of the Study
(“Investigator™).

WHEREAS, Sponsor wishes to sponsor
the above-referenced clinical study at
Institution (the “Study”).

WHEREAS, the Study will start upon
of written authorisation from the Ethics
Committee dated 27.05.2021 , reference
number: 382/2021.

Now, THEREFORE, the Parties agree
as follows:

1. SCOPE OF SERVICES

1.1 Study Protocol. Before the
Study is initiated, Sponsor will ensure that
Study Protocol and the version of the ICF (as
defined in Section 1.6 below) is approved by by
the governing Ethics Committee (the “EC”). In
addition, Sponsor will coordinate with the EC
to obtain review and approval in writing of any
amendments made to the Protocol or ICF.
Sponsor will further ensure that the Study is
subject to continuing oversight by the EC
throughout the conduct of the Study. The
Parties acknowledge and agree that no change
to the Protocol, ICF, or any other Study-related
document will be made without the prior
written consent of Sponsor and/or CRO. Any
change to the Protocol or any other Study
document that is agreed upon in writing by
Sponsor and/or CRO is incorporated into this
Agreement by this reference.

1.2 Protocol Deviation/Prompt
Notice. Deviations from the Protocol are not
permitted except when necessary to protect the
immediate safety, health or welfare of subjects
enrolled in the Study. Institution and/or
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hodnoceni.  Zdravotnické  zafizeni  a/nebo
zkouSejici  neprodlené¢ (avkazdém pripadé
nejpozdéji dvacet Ctyfi (24) hodiny od vzniku)
vyrozumi zadavatele pisemné o jakékoli (a)
odchylce od protokolu, véetné¢ jakychkoliv
odchylek, které jsou nezbytné k ochrang
bezprostfedni bezpecnosti, zdravi nebo blaha
subjekti Ucastnicich se klinického hodnoceni,
nebo o (b) zavazné nepriznivé udalosti (jak je
definovano v protokolu), kterd postihne subjekt
klinického hodnoceni. Kromé toho zdravotnické
zafizeni a/nebo  zkouSejici neprodlené¢ —
a v kazdém ptipad¢ do péti (5) dni poté, kdy se o ni
dozvi — oznami zadavateli jakoukoli nepiiznivou
udalost (jak je definovano v protokolu), ktera
postihne  subjekt zatazeny do klinického
hodnoceni.

Dale zdravotnické =zafizeni a/nebo zkouSejici
pisemné vyrozumi zadavatele béhem jednoho (1)
pracovniho dne po uskuteénéni o jakékoli
komunikaci s regulaénim ufadem nebo uUfadem
vetejné spravy, ktera se tykala: (i) klinického
hodnoceni, v¢etné vsech pozadavki na kontrolu,
proSetieni, kopirovani nebo odstranéni zaznamu
o klinickém hodnoceni, (ii) jiné studie, ktera bude
mit dopad na studii nebo jeji provadeni, (iii)
kteréhokoli (kterychkoli) pracovisté (pracovist)
zdravotnického zafizeni, ve kterém (kterych) se
provadi  Cinnost  souvisejici s klinickym
hodnocenim, které ma nebo mize mit dopad na
Annexon nebo jeho studii ¢i jeji provadéni; (iv)
pracovnikii  zdravotnického  zafizeni nebo
zkouSejiciho,  zapojenych  do  klinického
hodnoceni, které bude nebo pravdépodobné bude
mit dopad na Annexon nebo jeho studii ¢i jeji
provadeéni; (v) kvalifikace zdravotnického zatizeni

nebo zkouSejictho pro provadéni klinického
hodnoceni.

Zkousejici a spoluzkousejici a Clenové
studijniho  tymu. Zdravotnické  zafizeni

a zkousejici budou provadét klinické hodnoceni
avyvinou maximalni usili, aby je dokoncili
profesionalnim zplsobem v souladu s nejvy$§imi
normami daného odvétvi a za ptisného dodrzovani
protokolu atéto smlouvy. Pokud klinické
hodnoceni provadi tym fyzickych osob, zkousejici
a zdravotnické zafizeni ponesou spole¢nou
a nerozdilnou odpovédnost za vSechny ostatni
Cleny tymu (dale oznaCované spolecné jako
w»Spoluzkousejici“ (mn. ¢.), jednotlivé pak jako
»Spoluzkousejici“ (jedn. ¢.)) avSechny dalsi
osoby podilejici se na provadéni klinického
hodnoceni ve zdravotnickém zafizeni nebo za Cast

Investigator will immediately (and in any case
no later than twenty-four (24) hours of
occurrence) notify Sponsor in writing of any (a)
deviation from the Protocol, including any
deviations necessary to protect the immediate
safety, health or welfare of subjects enrolled in
the Study, or (b) serious adverse event (as
defined in the Protocol) which occurs to a
subject in the Study. In addition, Institution
and/or Investigator will promptly report to
Sponsor, and in any event within five (5) days
of becoming aware of, any adverse event (as
defined in the Protocol) which occurs to a
subject enrolled in the Study.

Further, Institution and/or Investigator will
within one (1) business day of occurrence,
notify  Sponsor in  writing of any
communication with a regulatory or
governmental agency concerning: (i) the Study,
including any requests to inspect, examine,
copy or remove records of the Study, (ii)
another study which will have an impact on the
Study or the performance thereof, (iii) any
facility(ies) of Insitution at which any Study-
related activity is being performed that has or
might have an impact on Annexon or its Study
or the performance thereof; (iv) any Insitution
or Investigator personnel involved in the Study
that will or likely to have an impact on Annexon
or its Study or the performance thereof; or (v)
the qualification of Institution or Investigator to
perform the Study.

Investigator and Subinvestigators and Study
Team Members. Institution and Investigator
will conduct the Study and use their best efforts
to complete the Study in a professional manner
in accordance with the highest standards in the
industry and in strict adherence to the Protocol
and this Agreement. If the Study is conducted
by a team of individuals, Investigator and
Institution will be jointly and severally
responsible for all other individual team
members (herein referred to collectively as
“Subinvestigators,” and individually, as a
“Subinvestigator”) and any other persons
involved in the conduct of the Study at
Institution or part of Study Team delegated by
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povéteného tymu zkousejicim nebo
zdravotnickym zafizenim, véetné jakékoli fakulty,
skupiny, zaméstnance, zadavatelem schvaleného
subdodavatele nebo studenta (dale kazdy z nich jen
»Clen studijniho tymu*). Bez ohledu na cokoli
v opaéném smyslu, co je zde uvedeno, bude
zdravotnické zafizeni odpovédné za to, ze zajisti,

aby  zkouSejici, spoluzkousejici  a ¢lenové
studijntho tymu dodrzovali podminky této
smlouvy.  Zdravotnické zafizeni a zkouSejici

zajisti, aby se (i) kazdy spoluzkousejici ftidil
pokyny zkousejiciho a jinak striktné dodrzoval
protokol; a aby se (ii) kazdy ¢len studijniho tymu

striktné  fidil pokyny zkouSejiciho, popf.
spoluzkousejiciho, ajinak striktné dodrzoval
protokol.

Zkousejici, popr. spoluzkousejici,  jsou
zaméstnanci  zdravotnického zafizeni. Ani
zdravotnické zafizeni, ani zkouSejici nejsou

smluvni stranou Zadné smlouvy, ktera je v rozporu
s touto smlouvou, ani nemaji zadny jiny zavazek,
ktery je vrozporu stouto smlouvou. Dadle,
zdravotnické zafizeni ani zkouSejici neuzaviou
b&hem doby platnosti této smlouvy Zadnou dohodu
nebo zavazek, které by s ni byly v rozporu.

Pro ptipad své docCasné nepiitomnosti zkousejici
ur¢i  (po  projednani  se  zadavatelem)
kvalifikovaného spoluzkousejiciho (dale jen
,Zastupce zkousejiciho®), ktery bude plnit
povinnosti a odpovédnosti zkousejiciho
v nepfitomnosti nebo nedostupnosti zkousejiciho.
Predpoklada-li se, Zze nepritomnost zkousejiciho
ptekro¢i  patnact  (15) pracovnich  dnd,
zdravotnické zafizeni nebo zkousejici o tom
pisemné vyrozumi zadavatele. Dojde-li k tomu, ze
zkouSejici nebude trvale kdispozici, bude
odpovidajicim zplisobem nahrazen zastupcem
zkousejiciho.

1.3 Provadéni klinického
hodnoceni; PieruSeni. Zdravotnické zafizeni
souhlasi s tim, Ze bude toto klinické hodnoceni
fidit, a zkouSejici souhlasi stim, Ze je bude
provadét vyhradné ve zdravotnickém zafizeni.
Zmény umisténi centra vyzaduji predchozi
pisemny souhlas zadavatele a zdravotnického
zafizeni,  pfiCemz  zdravotnické  zafizeni
a zkousSejici zahaji klinické hodnoceni neprodlené
po obdrZeni pisemného souhlasu EK a mistniho
regulacniho ufadu, nebo jak bylo se zadavatelem
pisemné dohodnuto jinak.  Zadavatel hodla

Investigator or Institution, including any
faculty, staff, employee, Sponsor-approved
subcontractor or student (each a “Study Team
Member”). Despite anything to the contrary
herein, Institution will be responsible for
ensuring  compliance by  Investigator,
Subinvestigators, and Study Team Members
with the terms of this Agreement. Institution
and Investigator will ensure (i) each
Subinvestigator follows the direction of
Investigator and otherwise adheres strictly to
the Protocol; and (ii) each Study Team Member
strictly follows the direction of Investigator or
Subinvestigator, as applicable, and otherwise
adheres strictly to the Protocol.

Investigator and each Subinvestigator, as
applicable, are employees of Institution.
Neither Institution nor Investigator is a party to
any agreement that conflicts with this
Agreement nor does ecither have any other
obligation that conflicts with this Agreement.
Further, neither Institution or Investigator will
enter into a conflicting agreement or obligation
during the term of this Agreement.

In the temporary absence of
InvestigatorInvestigator will designate (in
consultation with Sponsor) a qualified
Subinvestigator (the “Deputy Investigator”) to
perform the duties and responsibilities of
Investigator in the absence or unavailability of
the Investigator. If Investigator’s absence is
anticipated to exceed fifteen (15) business days,
Institution or Investigator will notify Sponsor in
writing. If the Investigator becomes
permanently unavailable, he or she will be

replaced by the Deputy Investigator
accordingly.
1.3 Conduct of Study;

Suspension. Institution agrees to administer,
and Investigator agrees to conduct, this Study
solely at Institution. Changes in the site’s
location shall require prior written agreement
from Sponsor and the Institution Institution
and Investigator will start the Study promptly
after receiving EC and local Regulatory
Authority written approval, or as otherwise
agreed upon in writing with Sponsor. Sponsor
plans to conduct the Study at multiple sites,
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provadét klinické hodnoceni ve vice centrech,
véetn¢ zdravotnického zatizeni. Zadavatel mize
celé klinické hodnoceni (nebo c¢ast klinického
hodnoceni  provadéného  zkouSejicim  ve
zdravotnickém zafizeni) =z jakéhokoli divodu
kdykoliv pozastavit. Zdravotnické zafizeni nebo
zkousejici mize jimi provadénou c¢ast klinického
hodnoceni pozastavit, pokud zkousejici na zakladé
rozumného aspravného lékarského usudku
v souladu s obecné piijatymi normami péce dojde
k zavéru, Ze je takové pozastaveni nezbytné pro
ochranu bezprostfedniho zdravi, bezpecnosti nebo
blaha subjekti ucastnicich se klinického
hodnoceni, abezodkladné otom zadavatele
a CRO pisemn¢ vyrozumi. Pozastaveni klinického
hodnoceni zadavatelem, CRO, zdravotnickym
zafizenim nebo zkouSejicim v souladu s timto
odst. 1.4 nebude povazovano za vazné poruseni
této smlouvy.

14 DodrZovani platnych pravnich
predpisu. ZkousSejici a zdravotnické zafizeni
budou provadét klinické hodnoceni a zajisti, aby i
vsichni spoluzkousejici a ¢lenové studijniho tymu
provadéli  klinické hodnoceni v souladu (i)
s protokolem, pfiruckou zkousejiciho, touto
smlouvou, pisemnymi pokyny CRO nebo
zadavatele aveSkerymi platnymi studijnimi
dokumenty, které schvalily EK a CRO nebo
zadavatel, a(ii) se vSemi platnymi zakony,
piedpisy, smérnicemi a nafizenimi, platnymi nebo
implementovanymi na tzemi Ceské republiky, u
kterych miiZe ¢as od Casu dojit k novelizaci, mimo
jiné véetné (a) téch, které vydala Evropska komise,
Evropska 1ékova agentura (dale jen ,,EMA®) nebo
jina ceska, ptipadné, kde ptichazi v avahu,
regulaéni autorita Evropské unie pfislusna Ceské
republice a/nebo zdravotnickému zatizeni (dale jen
.regulaéni urad“), (b) nafizeni 2016/679
Evropského parlamentu aRady a jakychkoli
ptislusnych zakond, ptedpist, smérnic ¢i jinych
zavaznych nastroju, kterymi se toto nafizeni
provadi, v€etné€ novelizaci, ke kterym mize ¢as od
¢asu dojit (dale jen ,,GDPR®), (c) vSech ptedpisii
asmérnic upravujicich provadéni klinickych
hodnoceni humannich 1é¢iv a vSech dalSich
platnych zékont, pfedpisti a smérnic regulacniho
ufadu, (d) smérnice o spravné klinické praxi
vydané Mezinarodni konferenci pro harmonizaci
klinické praxe (dale jen ,,JCH GCP*) a (e) vCetné
zéakona €. 89/2012 Sb., obcansky zakonik, ve znéni
pozdgjsich predpist, zakona ¢.378/2007 Sb.,
olécivech, ve znéni pozdéjSich predpisi,
ptislusnych provadécich predpisit k tomuto
zakonu — vyhlasky ¢.226/2008 Sb., o spravné

including at Institution. Sponsor may suspend
the entire Study (or a portion of the Study
conducted by Investigator at Institution) at any
time for any reason. Institution or Investigator
may suspend the portion of the Study
conducted by Institution and Investigator if,
using reasonable and good medical judgment
consistent with generally accepted standards of
care, Investigator determines such suspension
necessary to protect the immediate health,
safety, or welfare of the subjects participating
in the Study and immediately provide written
notice thereof to Sponsor and CRO. The
suspension of the Study by Sponsor, CRO,
Institution or Investigator in accordance with
this Section 1.4 will not be deemed a material
breach of this Agreement.

14 Compliance with Applicable
Laws. Investigator and Institution will carry
out the Study, and will ensure that all
Subinvestigators and Study Team Members
conduct the Study in conformance with (i) the
Protocol, the Investigator Brochure, this
Agreement, the written instructions of CRO or
Sponsor, and all applicable Study documents
approved by the ECs and CRO or Sponsor, and
(i1) all applicable laws, rules, directives and
regulations, valid or implemented in the Czech
Republic, and as may be amended from time to
time, including, without limitation (a) those of
the  European = Commission, European
Medicines Agency (“EMA”), or other Czech
Republic or where applicable, regulatory
authority of European Union as applicable to
Czech Republic and/or Institution (each a
“Regulatory Authority”), (b) Regulation
2016/679 of the European Parliament and of the
Council and any relevant law, statute, directive,
or other binding instrument that implements
such Regulation, including as amended from
time to time, (“GDPR”), (c) all regulations and
guidelines governing the performance of
human clinical studies and all other applicable
laws, regulations and guidelines of Regulatory
Authority, (d) the International Conference on
Harmonization Good Clinical Practice (“ICH
GCP”), and (e) Act. No. 89/2012 Coll. the Civil
Code as amended, Act no. 378/2007 Coll. on
pharmaceuticals, as amended, the relevant
statutory instruments for this Act — Decree no.
226/2008 Coll., as amended, laying down Good
Clinical Practice and more detailed conditions
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klinické praxi a blizS8ich podminkach klinického
hodnoceni 1é¢ivych ptipravki, ve znéni pozdéjsich
predpisii, zdkona ¢.372/2011 Sb., o zdravotnich
sluzbach a podminkach jejich poskytovani, ve
znéni pozdéjSich piedpisi (souhrnné zvanych
»platné pravni pi‘edpisy*).

1.5 Informovany souhlas. Pro
shromazd’ovani a pouzivani osobnich udaju
subjekti hodnoceni pro ucely klinického

hodnoceni, véetné sdélovani, predani a zpracovani
udaji shromazdénych v souladu s protokolem,
nechd zdravotnické zatizeni a zkouSejici kazdy
subjekt hodnoceni podepsat formular
informovaného souhlasu (dale jen ,,ICF*) ve
formé, kterou schvalila EK, CRO a zadavatel,
pfedtim, nez se dana osoba zcastni klinického
hodnoceni. Dale zdravotnické zafizeni a
zkousejici upozorni zadavatele pokud budou mit
za to, ze ICF nevyhovuje vSem platnym pravnim
pfedpisim a budou piiméfené spolupracovat se
zadavatelem aby bylo zajisténo, ze ICF
vyhovovuje vSem platnym pravnim predpistim,
a ze ICF umozniuje pouziti, pfenos, zpracovani a
uchovani udajt klinického hodnoceni zadavatelem
a pouziti udaji klinického hodnoceni zadavatelem
ve Spojenych stitech. Tim vSak neni zuZena
odpoveédnost zadavatele ani zakotvena
odpovédnost zdravotnického zafizeni za obsah
ICF. Zdravotnické zatizeni a zkouSejici ucini vse
rozumné pozadovatelné pro to, aby vsechny
subjekty hodnoceni obsahu ICF rozumély.
Smluvni strany berou na védomi a souhlasi s tim,
ze poruSeni tohoto odst. 1.6 piedstavuje vazné
poruseni této smlouvy.

1.6 Biologické vzorky.
,,Biologickymi vzorky“ se rozuméji vzorky krve,
tekutiny a/mebo tkanové biopsie odebrané

subjektim hodnoceni, jak je uvedeno v protokolu,
a fyzické materialy pfimo nebo nepiimo odvozené

ztéchto  vzorku. Zdravotnické  zafizeni
a zkousejici budou biologické vzorky
shromazd’'ovat, uchovavat a/nebo pouzivat
vyhradné tak, jak je wuvedeno v protokolu.

Zdravotnické zafizeni a/nebo zkousejici poskytnou
zadavateli takova mnozstvi biologickych vzorkd,
ktera jsou pozadovana v protokolu. Zadavatel
mize pouzivat tyto biologické vzorky tak, jak
ptipousti dokumentace tykajici se souhlasu (jak je
definovano nize), a v souladu s platnymi pravnimi
piedpisy.

for clinical trials on pharmaceuticals, Act no.
372/2011 Coll. on health services, as amended
(collectively “Applicable Law”).

1.5 Informed Consent. For the
collection and use of Study subject personal
data for Study purposes, including the
disclosure, transfer and processing of data
collected in accordance with the Protocol,
Institution and Investigator will have each
Study subject sign a written informed consent
form in the form approved by the EC, CRO, and
Sponsor (“ICF”) before the individual
participates in the Study. Further, Institution
and Investigator shall notify Sponsor if it
believes that ICF does not comply with all
Applicable Laws and will reasonably cooperate
with Sponsor to ensure that the ICF complies
with all Applicable Laws and that ICF allows
for the use, transfer, processing, and holding of
Study Data to Sponsor, and Sponsor’s use of the
Study Data, in the United States. However, this
does not limit the liability of the Sponsor or
enshrine the liability of the Institution for the
ICF content provided Institution and
Investigator will ensure with all reasonable
effort that all Study subjects understand the
contents of the ICF. The Parties acknowledge
and agree that breach of this Section 1.6
constitutes a material breach of this Agreement.

1.6 Biological Samples.
“Biological Samples” means blood, fluid
and/or tissue biopsy samples collected from
Study subjects as set forth in the Protocol, and
tangible materials directly or indirectly derived
from such samples. Institution and Investigator
will collect, retain and/or use Biological
Samples solely as set forth in the Protocol.
Institution and/or Investigator will provide
Sponsor with quantities of Biological Samples
as required by the Protocol. Sponsor may use
such Biological Samples as permitted in the
Consent Documents (as defined below) and in
accordance with Applicable Law.
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1.7 Schvaleni subdodavatelii.
Pokud zde neni vyslovné povoleno jinak, nesmi
zdravotnické  zafizeni ani zkouSejici bez
pfedchoziho pisemného souhlasu zadavatele nebo
CRO zadnou sluzbu, kterou ma provést
v souvislosti s klinickym hodnocenim, zadat
zadnému subdodavateli, ani nesmi jeji provedeni
na zadného subdodavatele delegovat.

1.8 Ziznamy o klinickém
hodnoceni a idaje klinického hodnoceni.

(a) Zaznamy o klinickém
hodnoceni. Zdravotnické  zatizeni
a zkousSejici povedou kompletni
dokumentaci azdznamy (mimo jiné
véetn¢ formulait CRF (jak jsou v této
smlouvé  definovany), laboratornich
pracovnich listi  aprotokolt, jakoz
iveSkerych  prislusnych  zdrojovych
dokumenttl) vytvofené pii provadéni
ajako vysledek provadéni klinického

hodnoceni (déle jen ,,zaznamy klinického
hodnoceni), ato vcas, pfesn¢, uplne
a Citelné ve formé popsané v protokolu.
Vsechny zaznamy klinického hodnoceni
budou vyhradnim vlastnictvim zadavatele,
kterému budou také pfisluset veskera
prava k nim, s tou vyjimkou, ze vSechny
puvodni 1ékafské zaznamy a zdrojové
dokumenty zlstanou vlastnictvim
zdravotnického zatizeni.

(b) Ochrana.
Zdravotnické zafizeni a zkousejici budou
pii vykonu svych sluzeb podle této
smlouvy dodrzovat v§echny platné pravni
ptedpisy tykajici se ochrany udaja.
Zdravotnické zafizeni a zkouSejici
pfijmou priméfena aobvykla opatfeni
proti ztrat¢ nebo zmeéné kterychkoli
zaznamu klinického hodnoceni, vcéetné

pravidelného zalohovani pocitacovych
soubort.

(c) Udaje klinického
hodnoceni. Veskeré tudaje, informace

avysledky vytvofené ¢i ziskané pii
provadéni klinického hodnoceni (dale jen
,udaje Kklinického hodnoceni) budou
vyhradnim  vlastnictvim  zadavatele,
kterému budou také nalezet veSkera prava
k nim. Bez ohledu na vyse uvedené si
zdravotnické =zafizeni vyhrazuje pravo
pouzivat udaje klinického hodnoceni

Except as otherwise explicitly permitted herein,
neither
subcontract or delegate any of the services to be
performed by it in connection with the Study
without prior written consent from Sponsor or

CRO.

Data.

1.7 Approval of Subcontractors.

Institution nor Investigator may

1.8 Study Records and Study
(a) Study Records.
Institution and Investigator  will

maintain complete documentation and
records (including, without limitation,
CRFs (as defined herein), laboratory
work sheets and reports, and all
relevant source documents) generated
in the performance of and as a result of
conducting the Study (the “Study
Records”) in a timely, accurate,
complete and legible manner and in the
form described in the Protocol. All
Study Records will be the sole property
of Sponsor, and Sponsor will own all
rights in and to the Study Records,
except that all original medical records
and source documents will remain the
property of Institution.

(b) Protection.
Institution and Investigator  will
comply with all Applicable Laws
relevant to data protection in the
performance of its services hereunder.
Institution and Investigator will take
reasonable and customary precautions,
including periodic backup of computer
files, to prevent the loss or alteration of
any Study Records.

() Study Data. All
data, information, and results generated
in the performance of the Study
(“Study Data”) will be the sole
property of Sponsor, and Sponsor will
own all rights in and to the Study Data.
Despite the foregoing, Institution
retains the right to use the Study Data
solely for internal, noncommercial
research, education, and patient care
purposes, and for purposes of
publication in accordance with the
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vyhradné pro ucely interniho,
nekomeréniho  vyzkumu, vzdélavani
apéCe o pacienty a pro ucely zvefejnéni
v souladu s podminkami této smlouvy —
v kazdém pfipadé vyhradné tak, jak to
pfipoustéji  platné pravni  pfedpisy
avsouladu snimi. Aby se piedeslo
nejasnostem, kazdé takové pouziti
zdravotnickym  zafizenim  znamena
zpracovani  zdravotnickym  zafizenim
jejim vlastnim jménem, nikoli jménem
zadavatele. Zdravotnické zatizeni
a zkouSejici nebudou pouzivat ani
vyhodnocovat udaje klinického hodnoceni
nebo jejich ¢asti k zadnému jinému tcelu
nez k ucelu uréenému zadavatelem nebo
tak, jak to vyslovné pfipousti tato
smlouva. S vyjimkou pfipadd, kdy se
uplatituji prava zdravotnického zafizeni
podle tohoto odst. 1.10 pism. c), nebude
zdravotnické zafizeni ani zkouSejici bez
ptedchoziho  vyslovného  pisemného
souhlasu zadavatele udaje klinického
hodnoceni analyzovat, ani jejich analyzu
nezadaji zadné tieti strané, ani je zadné
treti strané nezpfistupni.

(d) Davérnost zaznami
klinického hodnoceni a udaju
klinického hodnoceni. Zdravotnické
zatizeni a zkousSejici souhlasi s tim, Ze
udaje Kklinického hodnoceni, zaznamy
klinického hodnoceni i vSechny vysledky
ziskané jejich pouzitim, zpracovanim,
vyhodnocenim nebo analyzou budou
divérnymi  informacemi, jak je
definovano v ¢lanku 10.

(e) Kontroly. V prubéhu
klinického hodnoceni zptistupni
zdravotnické zafizeni a  zkouSejici
zaznamy klinického hodnoceni zastupctim
zadavatele a CRO k piezkoumani, ovéfeni
a okopirovani a budou se zastupci CRO
pfiméfen¢ spolupracovat pifi feSeni
ptipadnych rozport ¢i chyb. Kde to bude
vhodné, budou 1ékaiské zaznamy subjekti
zptistupnény za ucelem ovéfeni zdrojové
dokumentace a/nebo postupti auditu.

) Formulafe zaznamu
o subjektu hodnoceni (CRF). Pro
vSechny subjekty zatazené do klinického
hodnoceni zdravotnické zatizeni nebo
zkousSejici vyplni a piedlozi spolenosti

terms of this Agreement, in each case
solely to the extent permitted by and in
compliance with Applicable Law. For
clarity, any such use by Institution will
constitute processing by Institution on
its own behalf, and not on behalf of
Sponsor. Institution and Investigator
will not use or evaluate Study Data or
any portions thereof for any purpose
other than as directed by Sponsor or as
explicitly — permitted under this
Agreement. Except with respect to
Institution’s rights pursuant to this
Section  1.10(c), Institution and
Investigator will not analyze or have
Study Data analyzed or make the Study
Data available to third parties without
Sponsor’s  prior express written
consent.

(d) Confidentiality of
Study Records and Study Data.
Institution and Investigator agree that
the Study Data and the Study Records
and the results of any use, processing,
evaluation, or analysis of the Study
Data and Study Records will be
Confidential Information as defined in
Article 10.

(e) Inspection. During
the Study, Institution and Investigator
will make the Study Records available
to Sponsor and CRO representatives
for review, verification and copying
and will reasonably assist CRO
representatives in resolving any
discrepancies or errors. Subjects’
medical records will be made available
where appropriate for the purpose of
source document verification and/or
audit procedures.

® Case Report
Forms. For all subjects enrolled in the
Study, Institution or Investigator will
complete and submit to CRO or
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CRO nebo zadavateli vSechny formulate
zaznami o subjektech hodnoceni potfebné
pro klinické hodnoceni, ato ve form¢
a/nebo na elektronickém médiu dodaném
nebo specifikovaném zadavatelem a/nebo
spole¢nosti CRO (dale jen ,,CRF*) ado
deseti (10) dni od navstévy kazdého

subjektu klinického hodnoceni.
Zdravotnické zafizeni ani zkouSejici
nebudou poskytovat zadné¢ informace

uvedené v CRF nebo podle nasledujici
véty, které by umoznily identifikaci
nckterého  subjektu  zafazen¢ho do
klinického hodnoceni nebo kandidata pro
zatazeni do klinického hodnoceni. Na
zadost ~ zadavatele a/nebo CRO
zdravotnické zafizeni nebo zkousejici
neprodlené opravi veskeré chyby a/nebo
opomenuti v CRF pro ucely klinického
hodnoceni a opravené CRF a podplirné
zaznamy poskytne zadavateli a/nebo CRO
k dals$imu ovéreni.

(g Predani udaji.
Okamzité po dokon¢eni nebo predcasném
ukonéeni klinického hodnoceni preda
zdravotnické zatizeni a zkousejici
zadavateli podle jeho pokyni vSechny
udaje a zaznamy klinického hodnoceni.
Zdravotnické zatizeni a zkousejici
nezafadi mezi predavané udaje nebo
zaznamy klinického hodnoceni zadné
informace, které by umoznily zastupctim
zadavatele nebo CRO identifikovat
néktery subjekt zafazeny do klinického
hodnoceni nebo nékterého kandidata pro
zatazeni do klinického hodnoceni.

1.9 Elektronicky sbér dat (dale jen
~EDC®): Zdravotnické zafizeni a zkousejici
budou piedkladat idaje o klinickém hodnoceni na
formulafich CRF s pouzitim elektronického
systému poskytnutého zadavatelem. Pii svém
zpracovani a predavani 0daji  klinického
hodnoceni  budou  zdravotnické  zafizeni
a zkouSejici dodrzovat pokyny CRO a zadavatele
a vSechny platné pravni predpisy. Zdravotnické
zafizeni a zkouSejici zabrani neopravnénému
pristupu  k udajim s vynalozenim komer¢né
pfiméteného 1sili, mimo jiné vcetné zajisténi
fyzického zabezpeceni pocitacl a zajisténi, aby
pracovnici zachovavali divérnost svych hesel.

Sponsor all case report forms required
for the Study in the form and/or
electronic medium supplied or
specified by Sponsor and/or CRO (the
“CRFs”) and within ten (10) days of
each Study subject visit. Institution
and Investigator will not disclose
information in CRFs or pursuant to the
following sentence which would
permit identification of a subject
enrolled in, or a candidate for, the
Study. At the request of Sponsor
and/or CRO, Institution or Investigator
will promptly correct any errors and/or
omissions to the CRFs for the Study
and will make available to Sponsor
and/or CRO the corrected CRFs and

supporting  records for  further
verification.

(2) Data Transfer.
Promptly upon completion or

termination of the Study, Institution
and Investigator will transfer to
Sponsor all Study Data and Study
Records in accordance with Sponsor’s
instructions as to the means of transfer.
Institution and Investigator will not

include any information in the
transferred Study Data or Study
Records  which  would  permit

identification of a subject enrolled in,
or a candidate for, the Study by
Sponsor or the CRO representatives.

1.9 Electronic Data Capture
(“EDC”): Institution and Investigator will
submit Study Data on CRFs using the
electronic system provided by Sponsor.
Institution and Investigator will comply with
CRO and Sponsor instructions and all
Applicable Laws in its processing and
submission of Study Data. Institution and
Investigator will prevent unauthorized access to
the data using commercially reasonable efforts
including, but not limited to, maintaining
physical security of the computers and ensuring
that personnel maintain the confidentiality of
their passwords. Prior to using an EDC system,
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Pted pouzitim systému EDC zdravotnické zatizeni
a zkouSejici potvrdi, Ze jejich elektronické
podpisy jsou pravné zavaznym ekvivalentem
vlastnoruénich podpist, jak pozaduji platné pravni
piedpisy. Pokud zdravotnické zafizeni nebo
zkousejici pouziva k pfipojeni k systému EDC
a piistupu k nému vlastni pocitac (pocitace), musi
zajistit podporu a okamzité vyfeSeni veskerych
technickych problémi se svym vypocetnim
prostiedim (tj. s pocitatovym hardwarem a
softwarem nesouvisejicim s klinickym
hodnocenim). Zdravotnické zafizeni a zkousejici
zajisti, ze piripadné technické problémy, které
brani pouziti systému EDC a jez ziejmé leZi mimo
jejich  vlastni  vypocetni prostiedi, budou
nahlaSeny na ¢islo technické podpory EDC
(helpdesk), které obdrzi od CRO spolecné
s vlastnim systémem EDC. Zdravotnické zafizeni
a zkouSejici se postaraji o to, aby pied zahajenim
klinického hodnoceni ziskali pfipojeni k internetu
a aby se okamzit¢ vyteSily veskeré pripadné
problémy tykajici se pripojeni s poskytovatelem
internetovych sluzeb nebo v ramci jejich vlastniho
vypocetniho prostfedi.

2. SDELOVANI  FINANCNICH INFORMACI
A PROHLASENI ZKOUSEJiCiHO

2.1 Sdélovani finan¢nich informaci.
Pred zahajenim klinického hodnoceni zkousSejici
vyplni avrati (pfipadn¢ pozada vSechny
spoluzkousejici, aby vyplnili a vratili) zadavateli
a/nebo CRO informace, vcetné veskerych
finan¢nich 1daji pozadovanych zadavatelem
a/mebo CRO, na formulédfich schvalenych
zadavatelem a/mebo CRO (dale jen ,,Sdéleni
finanénich informaci®). Vyplnénim formulare
Sdéleni  finan¢nich  informaci  zkouSejici
a spoluzkousejici potvrdi, ze finan¢ni informace
jsou pravdivé a piesné. Pokud se okolnosti béhem
klinického hodnoceni zméni a finan¢ni informace
poskytnuté  zkouSejicim  a spoluzkousejicimi
zapojenymi do klinického hodnoceni jiz nejsou
pravdivé nebo pfesné, zkouSejici, popf.
spoluzkousejici, neprodlené poskytnou zadavateli
a/nebo CRO aktualizovany formulaf (formulare)
Sdéleni financnich informaci odrazejici nové
okolnosti. Tento odst. 2.1 bude platit (a) jeden (1)
rok po ukonceni klinického hodnoceni, nebo (b)
jeden (1) rok po datu ucinnosti pred¢asného
ukonceni klinického hodnoceni.

Institution and Investigator will certify that its
electronic signatures are the legally binding
equivalent of handwritten signatures as
required by Applicable Law. If Institution or
Investigator are using their own computer(s) to
connect to and access the EDC system,
Institution and Investigator will be responsible
for supporting and promptly resolving any
technical issues with Institution’s and
Investigator’s own computing environment
(i.e., computer hardware, non-study related
software). Institution and Investigator will be
responsible for reporting any technical issues
preventing use of the EDC system that appear
to be outside the scope of their own computing
environment, to the EDC helpdesk number that
will be provided by CRO with the EDC system.
Institution and Investigator will be responsible
for obtaining internet connectivity prior to
Study initiation, and promptly resolving any
connectivity issues with the internet service
provider or their own computing environment.

2. FINANCIAL DISCLOSURE AND
STATEMENT OF INVESTIGATOR
2.1 Financial Disclosure. Before

commencing the Study, Investigator will
complete and return (and will require any
Subinvestigators, as appropriate), to complete
and return to Sponsor and/or CRO the
information, including any financial
disclosures requested by Sponsor and/or CRO
on forms approved by Sponsor and/or CRO
(the “Disclosure”). By completing the
Disclosure, Investigator and the
Subinvestigators certify that the Disclosure
supplied is truthful and accurate. If
circumstances change during the Study and
the Disclosure(s) submitted by Investigator
and the Subinvestigators engaged in the Study
are no longer truthful or accurate, Investigator
or the Subinvestigators as the case may be will
promptly submit to Sponsor and/or CRO
updated Disclosure(s) reflecting the new
circumstances. This Section 2.1 survives for
(a) one (1) year following completion of the
Study; or (b) for one (1) year after the
effective date of early termination of the
Study.
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3. DOBA PLATNOSTI A UKONCENI
SMLOUVY

3.1 Doba platnosti. Tato smlouva zacne
platit od data ucinnosti a zlistane v platnosti po
dobu provadéni klinického hodnoceni, jehoz
ukon&eni se piedpoklads || Gz pokud
adokud bud’ nebude ukoncena podle tohoto
¢lanku 3 nebo prodlouzena na zakladé vzajemné
pisemné dohody.

3.2 Vypovézeni smlouvy zduvodu
jejiho zavazného poruseni. Zadavatel muze tuto
smlouvu vypoveédét, pokud ji zkousSejici nebo
zdravotnické zatfizeni zavaznym zptsobem porusi
asmluvni strana, kterd ji poruSila, nezjedna
napravu do tficeti (30) dnt ode dne, kdy od
zadavatele obdrzi pisemné ozndmeni s podrobnym
popisem povahy poruSeni.  Zkousejici nebo
zdravotnické zafizeni mohou tuto smlouvu
vypovédét, pokud ji zadavatel vaznym zplsobem
porusi a nezjedna napravu do tficeti (30) dnil ode
dne, kdy od smluvni strany nebo smluvnich stran,
ktera (které) se poruSeni nedopustila (nedopustily),
obdrzi pisemné oznameni s podrobnym popisem
povahy poruseni.

3.3 Vypovézeni smlouvy kvuli
bezpe¢nosti subjekti hodnoceni. Kterakoli
smluvni strana mize tuto smlouvu s okamzitou
platnosti pisemné vypovédét, pokud podle
podloZzeného nazoru této smluvni strany je
ukonceni smlouvy  nezbytné¢  k ochrané
bezprostfedni bezpe€nosti, zdravi nebo blaha
subjektl zatazenych do klinického hodnoceni.

3.4 Vypovézeni smlouvy ze strany
zadavatele. Zadavatel mtize tuto smlouvu kdykoli
vypoveédét s tficetidenni (30denni) vypovédni
lhitou, a to pisemnym sdélenim zaslanym
zdravotnickému zafizeni a zkousejicimu.

3.5 Vypovézeni smlouvy ze zavazného
divodu. Zadavatel mize bez omezeni a vedle
svych prav podle odst. 3.2, 3.3 a 3.4 tuto smlouvu
ze zavazného duvodu vypoveédét s okamzitou
platnosti, a to pisemnym sdélenim zaslanym
zdravotnickému zafizeni. Mezi zavazné divody
bude kromé jiného patfit zjiSténi zdravotniho
rizika ohrozujiciho subjekty klinického hodnocenti,
obdrzeni oznameni o regulacnim opatieni ze
strany ufadu FDA nebo jiného regulacniho ttadu,
kterym se provadéni klinického hodnoceni
ukonéuje nebo pozastavuje, nebo neschopnost
nebo neochota zkouSejiciho pokracovat pii

3. TERM AND TERMINATION

3.1 Term. This Agreement will
commence as of the Effective Date and will
remain in force through completion of the
Study which is estimated to be completed by
_ unless and until either terminated
under this Article 3 or extended by mutual
agreement in writing.

3.2 Termination for Material Breach.
Sponsor may terminate this Agreement if
Investigator or Institution materially breaches
this Agreement and the breaching Party fails to
cure the breach within thirty (30) days after
receipt of written notice from Sponsor, such
notice specifying in detail the nature of the
breach. Either Investigator or Institution may
terminate this Agreement if Sponsor materially
breaches this Agreement and Sponsor fails to
cure the breach within thirty (30) days after
receipt of written notice from the non-
breaching Party or Parties, such notice
specifying in detail the nature of the breach.

3.3 Termination for Subject Safety.
Any Party may terminate this Agreement
immediately upon written notice if in the
reasonable opinion of such Party, such
termination is necessary to protect the
immediate safety, health or welfare of subjects
enrolled in the Study.

3.4 Termination by Sponsor. Sponsor
may terminate this Agreement at any time upon
giving thirty (30) days advance written notice to
Institution and Investigator.

3.5 Termination for Good Cause.
Sponsor may, without limitation of and in
addition to its rights under Sections 3.2, 3.3 and
3.4, terminate this Agreement for good cause
immediately upon written notice to Institution.
Good cause will include, without limitation,
identification of any medical risk to Study
subjects, receipt of notice of regulatory action
by the FDA or other Regulatory Authority
terminating or suspending the Study, or
Investigator’s inability or unwillingness to
continue to serve as Investigator for the Study.
Further, as the Study is part of a multi-center
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klinickém hodnoceni jako zkousejici. Vzhledem
ktomu, Ze je klinické hodnoceni soucasti
multicentrické  klinické  vyzkumné  studie,
vyhrazuje si zadavatel dale pravo zafazovani
subjektii ukoncit, az celkovy pocet subjektu
zatazenych ve vSech centrech, kde klinické
hodnoceni probihd, dosdhne trovné uvedené
v protokolu.

3.6 Utinek vypovézeni smlouvy.

(a) PenéZzni. Po
vypovézeni této smlouvy nebo pozastaveni
klinického hodnoceni ve zdravotnickém zafizeni
budou zdravotnickému zafizeni uhrazeny do
Ctyficeti péti (45) dnti poté, co zadavatel nebo CRO
obdrzi fakturu srozpisem jednotlivych poloZzek
acastek, (i) jeho pfiméfené dokumentované
naklady, jez mu vznikly k datu obdrzeni oznameni
ovypovézeni  smlouvy nebo  pozastaveni
klinického hodnoceni, fadnym provedenim studie,
a jeho zavazky podle této smlouvy a Protokolu v
souladu s rozpoCtem a platebnim
harmonogramem, ktery je pfipojen k této smlouvé
jako priloha A ; a(ii) vSechny pfimerené
nezrusitelné zavazky vzniklé v disledku plnéni
fadného provedeni zavazkli zdravotnickym
zafizenim a zkouSejicim podle této smlouvy a
Protokolu, pokud — bez ohledu na jakakoliv jina
ustanoveni, kterd jsou stimto vrozporu — (X)
celkova castka splatna zdravotnickému zatizeni
podle této smlouvy nepiekroci maximalni vysi
kompenzace uvedenou v rozpoctu, pficemz (y)
v zadném piipad¢ nebude po zadavateli
pozadovano, aby zaplatil za subjekty, za které
nebyly vyplnény a zadavateli nebo CRO ptedany
formulafe CRF podle této smlouvy a protokolu
nebo za provedeni konkrétniho aspektu studie,
ktery je v rozporu s touto smlouvou nebo platnym
pravem.

(b) Provadéni  cinnosti.
V piipadé vypovézeni smlouvy podle tohoto
Clanku3 (i) zkouSejici okamzité prestane

zatazovat do klinického hodnoceni dalsi subjekty
a usubjektt, které jiz byly do klinického
hodnoceni zatazeny, provadéni postupt klinického
hodnoceni ukon¢i, pokud je to zlékaiského
hlediska vhodné, a (ii) zdravotnické zafizeni
a/nebo zkousejici (x) poskytne zadavateli veskeré
udaje klinického hodnoceni a veSkeré CRF nebo
zaznamy klinického hodnoceni, které byly zcela
nebo cCastecné vyplnény, kdatu ucinnosti
vypovézeni smlouvy podle odst. 1.10 pism. g),
v souladu s pokyny zadavatele, vyjma zaznamu

clinical research study, Sponsor reserves the
right to terminate enrollment when the total
number of subjects enrolled at all Study centers
reaches the level specified in the Protocol.

3.6 Effect of Termination.

(a) Monetary. Upon
termination of this Agreement or suspension of
the Study at Institution, , Institution will be
reimbursed, within forty-five (45) days after
receipt by Sponsor or CRO of an itemized
invoice detailing the charges, for (i) its
reasonable, documented costs incurred, up to
the date on which it receives notice of
termination or suspension, in its proper conduct
of the Study and its obligations under this
Agreement and Protocol in accordance with the
Budget and Payment Schedule attached hereto
as Exhibit A; and (ii) all reasonable non-
cancelable obligations incurred as a result of
Institution’s and  Investigator’s  proper
performance of its obligations hereunder and
the Protocol, provided that, despite anything to
the contrary, (x) the total amount payable to
Institution under this Agreement will not
exceed the maximum compensation set forth in
the Budget, and (y) in no event will Sponsor be
required to pay for subjects for whom CRFs are
not completed and provided to Sponsor or CRO
in accordance with this Agreement and the
Protocol or for performance of specific aspect
of the Study that is in breach of this Agreement
or Applicable Law.

(b) Performance of
Activities. In the event of a termination under
this Article 3, (i) Investigator will immediately
stop enrolling subjects into the Study and cease
conducting Study procedures on subjects
already entered into the Study, to the extent
medically advisable, and (ii) Institution and/or
Investigator will (x) furnish to Sponsor all
Study Data and all CRFs or Study Records,
completed or partially complete, as of the
effective date of termination in accordance with
Section 1.10(g), in accordance with Sponsor’s
instruction, except for Study Records or
samples which Institution and/or Investigator is
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klinického hodnoceni nebo vzorkl, které je
zdravotnické zafizeni a/nebo zkouSejici povinen
uchovavat ze zakona. Do tficeti (30) dni od
vypovézeni této smlouvy nebo dokonceni
klinického hodnoceni (podle toho, co nastane
diive) ptedlozi zkousejici zadavateli z&vérecné
pisemné zpravy, jak je uvedeno v protokolu. Po
vypovézeni této smlouvy nebo pozastaveni
klinického hodnoceni ve zdravotnickém zafizeni
z jakéhokoli divodu budou vSechny smluvni
strany pokracovat v ¢innostech podle této smlouvy
pouze tehdy, budou-li to po vzajemné dohod¢ a na
zaklad€ ptfiméfeného lékarského tsudku pokladat
za nezbytné pro ochranu zdravi subjekti
ucastnicich se klinického hodnoceni.  Tento
odst. 3.5 zlistane v platnosti i po vyprseni platnosti
nebo vypovézeni této smlouvy.

(c) Platnost
ustanoveni po ukonceni smlouvy.
Clanky 2, 4,5,6,7,8,9,10, 11, 12a 13
a odstavce 1.7, 1.8, 1.10 a 3.6, zistanou v
platnosti i po vypovézeni nebo vyprSeni
platnosti této smlouvy 1 kazdého
pfipadného jiného wustanoveni této
smlouvy, které podle svych podminek
nebo zameéru zlstane v platnosti.

4. ODMENA

Sohledem na tadné plnéni ze strany
zdravotnického zatizeni a zkousejiciho podle této
smlouvy bude zadavatel vyplacet platby
zdravotnickému zafizeni v souladu s rozpodtem
a platebnim harmonogramem, které jsou piipojeny
k této smlouvé jako ptiloha A. Za plnéni podle této
smlouvy nebude mit zadavatel zavazky vuci
zadnému jinému subjektu ani osobé, vcetné
zkousejiciho. Zkousejici souhlasi s tim, zZe vS§echny
platby souvisejici s provadénim toho klinického
hodnoceni budou zaplaceny zdravotnickému
zafizeni. Odménu v souvislosti s timto klinickym
hodnocenim bude zkousejici pozadovat ptimo po
zdravotnickém zafizeni.

Platby odmény uvedené vtomto ¢lanku a
ptilohach ktéto smlouveé piredstavuji jediny a
vyluény zpisob fadného a uplného financ¢niho
vyporadani mezi smluvnimi stranami za vSechny
sluzby a provadéni klinického hodnoceni podle
protokolu a této smlouvy. Smluvni strany souhlasi,
ze zadavatel neuzaviel a neuzavie se zkousejicim
separatni smlouvu na jakykoliv druh odmény za
provedeni tohoto klinického hodnoceni podle
protokolu a této smlouvy.

required by law to retain. Within thirty (30)
days of termination of this Agreement or
completion of the Study (whichever comes
first), Investigator will submit final written
reports to Sponsor as specified in the Protocol.
After termination of this Agreement or
suspension of the Study at Institution for any
reason, all Parties will continue activities under
this Agreement solely as deemed necessary by
mutual agreement of the Parties based on
reasonable medical judgment to protect the
health of subjects participating in the Study.
This Section 3.5 survives expiration or
termination of this Agreement.

(©) Survival.
Articles 2,4, 5,6,7,8,9, 10, 11, 12,
and 13, and Sections 1.7, 1.8, 1.10,
and 3.6, will survive termination or
expiration of this Agreement, and any
other provision of this Agreement that
by its terms or intent so survives.

4. COMPENSATION

In  consideration of Institution’s and
Investigator’s proper performance under this
Agreement, Sponsor will pay Institution in
accordance with the Budget and Payment
Schedule attached hereto as Exhibit A.
Sponsor will not be liable to any other entity or
person, including Investigator, for the
performance of this Agreement. Investigator
agrees that all payments associated with
performing this Study will be paid to to
Institution.  Investigator will seek any
compensation related to this Study directly
from Institution.

The remuneration payments referred to in this
Article and the Annexes to this Agreement shall
constitute the sole and exclusive means of
proper and complete financial settlement
between the Parties for all services and the
conduct of this clinical trial pursuant to
Protocol and this Agreement. The parties agree
that Sponsor has not and shall not enter into a
separate contract with the Investigator for any
kind of remuneration for conducting this
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Po zadavateli nebude pozadovana uhrada Zzadné
castky, ktera prekroci vysi uvedenou v rozpoctu
a platebnim harmonogramu . Castky splatné
zadavatelem podle této smlouvy piedstavuji
redlnou trzni hodnotu sluzeb souvisejicich
s klinickym hodnocenim anebyly stanoveny
zpusobem, ktery by zohlediioval objem nebo
hodnotu jakéhokoli doporuceni nebo obchodni
spoluprace. Zdravotnické zafizeni a zkousejici se
dohodli, Ze: (a): vSechny naroky, které
zdravotnické zafizeni nebo zkousSejici predlozi
k thrad¢é v ramci jakéhokoliv vladniho programu
zdravotni péce nebo platci treti strany za jakykoli
postup vyzadovany v ramci klinického hodnoceni
poskytnuty zadavatelem nebo jeho jménem nebo
CRO, aniz by tim zdravotnickému zafizeni
a zkouSejicimu vznikly néjaké naklady, budou
piesné odrazet poskytnuti takovych materiald
zadavatelem nebo jeho jménem a/nebo CRO;(b)
zdravotnické zafizeni a zkouSejici nebudou
pozadovat thradu ¢astek, které uhradil zadavatel
nebo CRO podle této smlouvy, z zddného vladniho
programu zdravotni péce, ani od zadného jiného
platce (tfeti strany); a(c ) jakékoliv vybaveni
dodané¢ zadavatelem nebo CRO pro pouziti v rdmci
klinického hodnoceni bude pouzito vyhradné ve
spojitosti s klinickym hodnocenim a neprodlené
po dokonceni nebo vypovézeni klinického
hodnoceni bude vraceno zadavateli nebo CRO
v dobrém provoznim stavu, s piihlédnutim
k béZznému opotiebeni.

Spole¢nost CRO f1idi klinick¢é hodnoceni pro
zadavatele, ale nebude mit vic¢i zdravotnickému
zafizeni ani zkouSejicimu zévazky za zadné
naklady spojené s provadénim tohoto klinického
hodnoceni.

Fakturace zdravotnickym zafizenim bude probihat
podle platebnich podminek uvedenych v Piiloze A.

Zadavatel upozorni zdravotnické =zafizeni na
pripadné preplatky nejpozdéji do sto dvaceti (120)
dni ode dne fakturovaného  pieplatku
zdravotnickému zafizeni. Zdravotnické zafizeni
vrati vSechny obdrzené pieplatky béhem dvaceti
(20) pracovnich dni od takového oznameni
ucinéného zadavatelem.

clinical trial pursuant to Protocol and this
Agreement.

Sponsor will not be required to pay any amount
which exceeds the amount specified in the
Budget and Payment Schedule. The amounts
payable by Sponsor under this Agreement
represent the fair market value of the services
associated with the Study and have not been
determined in a manner that takes into account
the volume or value of any referrals or business.
Institution and Investigator each agrees that:
(a)all claims that either Institution or
Investigator submit for reimbursement to any
governmental healthcare program or third party
payer for any procedure required by the Study
provided by or on behalf of Sponsor or CRO at
no cost to Institution and Investigator will
accurately reflect the provision of those
materials by or on behalf of Sponsor and/or
CRO; (b) Institution and Investigator will not
seek reimbursement from any government
healthcare program or third party payer for any
amounts paid by Sponsor or CRO hereunder;
and (c¢) any equipment supplied by Sponsor or
CRO for use in the Study will be used solely in
connection with the Study and will be returned
to Sponsor or CRO in good working order
taking into account normal wear and tear.

CRO is managing the Study for Sponsor but
will not be liable to Institution or Investigator
for any costs associated with performing this
Study.

Invoicing will be done by Institution in
accordance with the Payment terms provided in
Exhibit A.

Sponsor will notify Institution if Sponsor has
overpayed Institution within at latest one
hundred and twenty day (120) of the date of
invoiced payment to the Institution. Insitution
shall return all overpayments received by
Institution within twenty (20) business days of
such notification made by Sponsor.
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5. PODAVANI ZPRAV 5. REPORTING

5.1 Podavani zprav. Zdravotnické 5.1 Reporting. Institution  and/or
zafizeni a/nebo zkouSejici budou pravidelng | Investigator will make periodic written reports
podavat zadavateli a/nebo CRO pisemné zpravy, | to Sponsor and/or CRO, including a final
véetné zavéreéné pisemné zpravy po dokonceni | written report upon completion of the Study or
klinického hodnoceni nebo piedCasném ukonceni | earlier termination of this Agreement as
této smlouvy, jak je popsano v odst. 1.10 pism. g). | described in Section 1.10(g). The report will
Ve zpravé budou uvedeny vysledky klinického | specify the results of the Study conducted under
hodnoceni provedeného podle této smlouvy, a to | this Agreement in a manner and format
zpliisobem a ve formatu, které budou pro smluvni | mutually acceptable to the Parties. Institution
strany vzajemné piijatelné. Zdravotnické zatizeni | and Investigator will promptly respond to
a zkousejici neprodlen¢ zadavateli a CRO zodpovi | Sponsor and CRO’s reasonable inquiries made
oduvodnéné dotazy, které pfilezitostné vznesou | from time to time regarding the status of the
v souvislosti se stavem klinického hodnoceni. Study.

5.2 Zpravy poskytované uradu FDA 5.2 Reports to FDA and other
a dalS$im regulacnim ufadim. Za vSechny | Regulatory Authorities. Sponsor and/or CRO
zpravy, které musi byt predkladany ufadu FDA | will have the sole responsibility for all reports
a dal§im regula¢nim organtim, nese vyhradni | required for submission to the FDA and other
odpovédnost zadavatel a/nebo CRO. Zdravotnické | Regulatory Authorities. Institution,
zafizeni, zkousSejici, spoluzkouSejici ani zadné | Investigator, Subinvestigator, and others
dalsi osoby zapojené do klinického hodnoceni | working on the Study will not contact the FDA
nebudou bez predchoziho pisemného souhlasu | or other Regulatory Authorities regarding the
zadavatele a/nebo CRO kontaktovat ve véci | Study without the prior written consent of
klinického hodnoceni ufad FDA ani zadné jiné | Sponsor and/or CRO. Upon request of Sponsor
regulacni organy. Na zadost zadavatele a/nebo | and/or CRO, Institution or Investigator, as
CRO zdravotnické zafizeni, popf. zkouSejici, | applicable, will conduct a complete, accurate
kazdou takovou zprévu pied jejim predlozenim | and timely review and provide comments on
regulacnimu ufadu v uplnosti, pfesné a v€asn¢ | any such report before its submission to the

prezkouma a poskytne k ni pfipominky. Regulatory Authority.
6. REGULACNI ZALEZITOSTI 6. REGULATORY
6.1 Regulatorni kontroly 6.1 Regulatory Inspections.

Zdravotnické  zafizeni a zkouSejici  budou | Institution and Investigator will cooperate with
spolupracovat s pracovniky FDA  a/nebo | and permit, upon request, officials of the FDA
regulacnich organti a na pozadani jim umozni (a) | and/or Regulatory Authorities to (a) examine
prohlidku  akontrolu  zafizeni avybaveni | and inspect Institution’s facilities and
zdravotnického zafizeni, kterd jsou potfebna pro | equipment required for performance of the
provadéni klinického hodnoceni, a (b) kontrolu | Study, and (b) inspect and copy any data,
a okopirovani veskerych udajt, zprav, pracovnich | reports, work products and results relating to
produktd a vysledki tykajicich se klinického | the Study. Institution and Investigator will
hodnoceni. Zdravotnické zatfizeni a zkousSejici o | promptly notify Sponsor of any inspection of its
kazdé kontrole svych zafizeni nebo provozu | facilities or operations relating to the Study or
v souvislosti s klinickym hodnocenim nebo | of Institution, cooperate with the Regulatory
kontrole zdravotnického zafizeni neprodlen¢ | Authority, comply with the legitimate
informuji zadavatele, budou s regula¢nim Gfadem | requirements of the audit, and make appropriate
spolupracovat, dodrZzovat zakonné pozadavky | Study Team Members available to explain and
auditu a zajisti kontakt s pfisluSnymi ¢leny | discuss records and documentations related to
studijntho tymu, aby vysvétlili a projednali | the Study. Sponsor will have the right to be
zdznamy a dokumenty tykajici se klinického | present at such inspections of Institution’s
hodnoceni. Zadavatel bude mit pravo byt pii | facilities or operations or of Institution and will
téchto  kontrolach zafizeni nebo provozl | have the opportunity to provide review and
zdravotnického  zafizeni nebo  kontrolach | comment on any responses that may be required
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zdravotnického zafizeni pritomen, pfiCemz mu
bude umoznéno jakékoli piipadné odpovédi
s dostateCnym piedstihem pied navrzenym datem
jejich predloZeni pfislusnému regulaénimu Gradu
piezkoumat a pfipominkovat, aby tak mohl své
pravo uplatnit, a zdravotnické zafizeni
a zkouSejici zvazi zaclenéni zadavatelovych
ptipominek v dobré vire.

6.2 Navstévy a kontroly provadéné
zadavatelem nebo CRO. Na zakladé¢ ozndmeni
zaslaného s dostateCnym predstihem (s vyjimkou
piipadu, kdy to bude nezbytné z divodné pficiny)
a s pfimétenou ¢etnosti v prubéhu bézné pracovni
doby budou zadavatel nebo zastupci zadavatele,
véetné CRO, opravnéni navstivit zdravotnické
zafizeni, zkousSejicitho a spoluzkousejici a CRO
nebo zadavatelem schvalené subdodavatele nebo
jejich pracovniky, zastupce ¢i zaméstnance nebo
se s nimi setkat a provéfit a zkontrolovat zatizeni,
kde se klinické hodnoceni provadi, aby tak mohli
sledovat nebo monitorovat, jak klinického
hodnoceni postupuje, a pfezkoumat a zkopirovat
si dokumenty, zaznamy, udaje, informace
a materidly tykajici se klinického hodnoceni.
Zdravotnické zafizeni a zkouSejici pomohou
zadavateli a CRO pfi planovani téchto navstév
a poskytnuti odpovidajiciho pracovniho prostoru,
budou spolupracovat se zadavatelem nebo CRO,
dodrzi zakonné pozadavky navstévy nebo
kontroly a zajisti pfitomnost piislusnych clent
studijniho tymu, aby vysvétlili a projednali
zaznamy a dokumenty tykajici se klinického
hodnoceni. V ptipadé kontrol ve zdravotnickém
zafizeni provadénych zadavatelem nebo CRO
zasle do patnacti (15) dnd poté, co od zadavatele
nebo CRO obdrzi zpravu o kontrole, zdravotnické
zafizeni zadavateli nebo CRO pisemné vyjadreni
ke vSem neshodam. Pisemné vyjadreni
zdravotnického zafizeni bude obsahovat pficinu
kazdé¢ neshody, hlavni zdroj pfi¢iny aplan
napravnych opatfeni pro kazdou neshodu.
Zdravotnické zatizeni provede vSechna napravna
opatieni u kazdé neshody do devadesati (90) dni
po obdrzeni zpravy o kontrole, pokud se smluvni
strany vzajemné nedohodnou na jiném casovém
ramci napravy.

6.3 Uchovavani zaznamu.
S vyhradou ¢lanka 7 a 10 si zdravotnické zatizeni
a zkouSejici ponecha kontrolu nad kopiemi
veskerych 1daji, dokumentti nebo informaci,
které se tykaji nebo vyplyvaji zplnéni této
smlouvy, vCetné zaznami klinického hodnoceni

reasonably in advance of their proposed
submission date to the applicable Regulatory
Authorities to enable Sponsor to exercise this
right, and Institution and Investigator will
consider incorporating Sponsor’s comments in
good faith.

6.2 Visits and Inspections by Sponsor
or CRO. Sponsor or  Sponsor’s
representatives, including CRO, will be entitled
to visit or meet with Institution, Investigator
and Subinvestigators and CRO- or Sponsor-
approved subcontractors or any of their staff,
agents or employees and examine and inspect
the facilities where the Study is conducted,
upon reasonable advance notice (except as
necessary for cause) and with reasonable
frequency during normal business hours to
observe or monitor the progress of the Study
and review and copy documents, records, data,
information, and materials relating to the Study.
Institution and Investigator will assist Sponsor
and CRO in scheduling such visits and in
providing adequate workspace, cooperate with
the Sponsor or CRO, comply with the
legitimate requirements of the visit or
inspection, and make appropriate Study Team
Members available to explain and discuss
records and documentations related to the
Study. For Sponsor or CRO inspections of
Institution, Institution will submit a written
response to Sponsor or CRO for all
nonconformances within fifteen (15) days after
receipt of the inspection report from Sponsor or
CRO. Institution’s written response will
include the cause of each nonconformance, the
underlying source of the cause, and a corrective
action plan for each nonconformance.
Institution will complete all corrective actions
for each nonconformance within ninety (90)
days after the receipt of the inspection report
unless the Parties mutually agree to another
timeline for remediation.

6.3 Maintenance of Records. Subject to
the provisions of Articles 7 and 10, Institution
and Investigator will retain in their control
copies of any and all data, documents or
information related to or resulting from the
performance of this Agreement, including
Study Records and Study Data, solely as
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a udaja klinického hodnoceni, a to vyhradné tak,
jak je to pozadovano pro regulacni, pravni nebo
pojistné ucely. Zdravotnické zatizeni a zkousejici
budou své zdznamy uchovavat profesionalnim
a zabezpeCenym  zplUsobem, ktery umozni
zadavateli a CRO prezkoumat udaje, dokumenty

nebo informace v plném rozsahu, aniz by byly
zadavateli nebo spolecnosti CRO sdéleny
jakékoliv divérné nebo chranéné firemni

informace kterékoliv tfeti strany. Zdravotnické
zatizeni a zkousejici budou vSechny tyto zaznamy
uchovavat po dobu dvaceti péti (25) let od data
vyprseni platnosti nebo vypovézeni této smlouvy
anebo po dobu pozadovanou platnymi pravnimi
ptredpisy, podle toho, ktera doba je delsi, a to na
pfimétené naklady zadavatele dle vzdjemné
pisemné dohody. Bez pfedchoziho pisemného
souhlasu zadavatele zdravotnické zafizeni ani
zkousejici zadné takové zaznamy nezlikviduje.

7. DUSEVNI VLASTNICTVI

7.1 Technologie zadavatele. Vsechny
stavajici vynalezy, prava duSevniho vlastnictvi
a technologie zadavatele (dale jen ,,technologie
zadavatele®) patii vyhradné zadavateli a nic
nebude vykladano zptisobem, ktery by poskytoval
na technologii zadavatele né&jakou licenci nebo
jiné pravo, s vyjimkou pfipadd, které jsou zde
vyslovné uvedeny za vyhradnim ucelem
provadéni klinického hodnoceni.

7.2 Vynalez vytvoieny prfi provadéni
klinického hodnoceni. ,,Vynilezem vytvorenym

pFi provadéni klinického hodnoceni* se rozumi

jakykoli vynalez, objev nebo inovace, at
patentovatelné ¢i nikoliv, které souviseji
s klinickym  hodnocenim anebo  vyuzivaji,

odkazuji nebo vychazeji z divérnych informaci,
vymyslené ¢i provedené vyhradné zdravotnickym
zafizenim, zkousejicim, nékterym
spoluzkousejicim  nebo  nékterym  ¢lenem
studijniho tymu, popf. zdravotnickym zafizenim,
zkousejicim nebo nékterym spoluzkousejicim
(spoluzkousejicimi) nebo nékterym c¢lenem
(¢leny) studijniho tymu spole¢né s jednim nebo
vice zaméstnanci zadavatele.

7.3 Vykon prav. Zdravotnické
zafizeni a zkouSejici timto kazdy jednotlivé
postupuje, pricemz zajisti, aby kazda jind osoba
nebo subjekt vykonavajici sluzby podle této

required for regulatory, legal or insurance
purposes. Institution and Investigator will
maintain its records in a professional and secure
manner so as to permit Sponsor and CRO to
review the data, documents or information in
full without disclosing to Sponsor or CRO any
third party confidential or proprietary
information. Institution and Investigator will
maintain all such records for a period of twenty-
five (25) years from expiration or termination
of this Agreement or for the time period
required by Applicable Laws, whichever is
longer, at the reasonable expenses of the
Sponsor as mutually written agreed upon in
writing. Neither Institution nor Investigator
will destroy any such records until it has
obtained Sponsor’s prior written permission to
do so.

7. INTELLECTUAL PROPERTY

7.1 Sponsor Technology. All existing
inventions, intellectual property rights, and
technologies of Sponsor (the ‘“Sponsor
Technology”)  belong  exclusively to
Sponsorand nothing will be construed to grant
any license or other right to the Sponsor
Technology except as expressly set forth herein
for the sole purpose of conducting the Study.

7.2 Study Invention. A  “Study
Invention” is any invention, discovery or
improvement, whether or not patentable,
related to the Study or using, referencing, or
relying upon Confidential Information, whether
conceived or made solely by Institution,
Investigator, by any Subinvestigator or by any
Study Team Member, or made by Institution,
Investigator or any Subinvestigator(s) or any
Study Team Member(s) jointly with one or
more employees of Sponsor.

7.3 Exercise of Rights.
Institution and Investigator each hereby assigns
and will ensure that any other person or entity
performing services under this Agreement
assigns, to Sponsor any and all rights that each
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smlouvy postoupila, zadavateli veSkera prava,
ktera muze kazdy nabyt ze zakona nebo jinak, na
technologii  zadavatele ajakykoli  vynalez
vytvofeny pii provadéni klinického hodnoceni,
zdarma a o¢istény od veskerych zastavnich prav,
naroki  abfemen. Zdravotnické  zafizeni
a zkousejici timto kazdy jednotlivé postupuje,
pfi¢emz zajisti, aby kazda jina osoba nebo subjekt
vykondvajici sluzby podle této smlouvy
postoupila, spolec¢nosti CRO veskera vsSechna
prava, ktera mize kazdy nabyt ze zakona nebo
jinak, na technologii CRO (jak je definovano
vodst. 7.4). Ani zdravotnické zafizeni, ani
zkousejici nebudou mit pravo pouzivat technologii
zadavatele, technologii CRO ¢i vynalez vytvoieny
pti provadéni klinického hodnoceni pro jakykoli
jiny ucel nez pro provadéni klinického hodnoceni.
Zdravotnické zafizeni izkouSejici pfijmou
vSechna dal$i opatfeni a vyhotovi a poskytnou
vSechny dal§i dokumenty, které mohou byt
nezbytné k provedeni a optimalizaci ustanoveni
o vlastnictvi podle tohoto ¢lanku 7. Zdravotnické
zafizeni a zkouSejici prohlasuji a zarucuji, Zze
zkousSejici, vSichni spoluzkousejici a vSichni
Clenové studijniho tymu uzavieli (nebo pred
jakymkoli takovym zapojenim uzaviou) pisemnou
smlouvu se zdravotnickym zatizenim, ve kterém
kazda takova osoba (i) postoupi zdravotnickému
zafizeni vSechna prava, naroky a zajmy vztahujici
se minimalné¢ k udajim klinického hodnoceni,
technologii  zadavatele, technologii CRO
a vynaleziim vytvorenym pii provadéni klinického
hodnoceni, tak aby zdravotnické zatizeni mohlo
vplném rozsahu pridélit prava zadavateli
a spole¢nosti CRO tak, jak je ustanoveno v tomto
¢lanku 7; a (ii) souhlasi stim, Ze bude vazana
povinnosti mlcenlivosti a nezvetejnovani
informaci, kterd neni o nic mén¢ omezujici nez ta,
ktera je stanovena v této smlouve. .

7.4 Technologie CRO.  Vsechny
stavajici vynalezy atechnologie vztahujici se
k procesim a systétmiim eClinical spole¢nosti
CRO (dédle jen ,technologie CRO®) patii
vyhradné spolecnosti CRO. Ani zdravotnické
zafizeni, ani zkousSejici nebude mit pravo pouzivat
technologii CRO pro zadny jiny acel nez pro
provadéni klinického hodnoceni.

8. ODSKODNENI
8.1 Odskodnéni zadavatelem.

Zadavatel odskodni, ochrani a zbavi odpovédnosti
zdravotnické zafizeni, jeho spravce, Ufredniky,

may acquire, by operation of law or otherwise,
in and to Sponsor Technology and any Study
Invention, free and clear of all liens, claims, and
encumbrances. Institution and Investigator
each hereby assigns and will ensure that any
other person or entity performing services
under this Agreement assigns, to CRO any and
all rights that each may acquire, by operation of
law or otherwise, in and to CRO Technology
(as defined in Section 7.4 below). Neither
Institution nor Investigator will have any right
to use Sponsor Technology, CRO Technology
or any Study Invention for any purpose except
conducting the Study. Each of Institution and
Investigator will take all such further actions
and execute and deliver all such further
documents as may be necessary to effectuate
and perfect the ownership provisions of this
Article 7. Institution and Investigator represent
and  warrant that Investigator, all
Subinvestigators and all Study Team Members
have executed (or before any such involvement,
will execute) a written agreement with
Institution in which each such person (i) assigns
to Institution all right, title and interest in and
to, at least, Study Data, Sponsor Technology,
CRO Technology and Study Inventions, in
order that Institution may fully grant the rights
to Sponsor and CRO as provided in this Article
7; and (ii) agrees to be bound by confidentiality

and non-disclosure obligations no less
restrictive than those set forth in this
Agreement.

7.4 CRO Technology. All

existing inventions and technologies related to
CRO’s eClinical processes and systems (“CRO
Technology”) belong exclusively to CRO.
Neither Institution nor Investigator will have
any right to use CRO Technology for any
purpose except conducting the Study.

8. INDEMNIFICATION

8.1 Indemnification by Sponsor.
Sponsor will indemnify, defend and hold
harmless Institution, its trustees, officers, staff,
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personal a zameéstnance, zkousejiciho,
spoluzkousejici a ¢lena (¢leny) studijniho tymu
(dale spolecn¢ jen ,odSkodiiované osoby
zdravotnického zafizeni®) vic¢i veSkerym
zavazkim, nakladim, Gjm¢ a/nebo ztratam (kam
patfi mj. néklady na pravniho zastupce, soudni
vylohy, poplatky svédkl, odskodné, rozsudky,
pokuty a Castky zaplacené pfi vyrovnani) (dale
spolecné jen ,ztraty”), které jim vzniknou
v dusledku Zalob, naroki, pravnich krokd nebo
pozadavku tieti strany (dale jen ,naroky®)
v rozsahu vyplyvajicim ze spravné provedenych
postupti pozadovanych klinickym hodnocenim
vsouladu s platnymi zakony, smlouvou a
s protokolem v ramci klinického hodnoceni. Vyse
uvedené odskodnéni neplati v poméru v jakém
pokud =ztrata vyplyne (i) znedbalosti nebo
svévolného pochybeni nékteré odSkodnované
osoby zdravotnického zafizeni nebo (i)
znedodrzeni podminek této smlouvy, protokolu
nebo pisemnych pokynt zadavatele, CRO nebo
jejich povérené osoby nebo nedodrzeni jakychkoli
platnych pravnich pifedpisi nebo pozadavkl
vetejné  spravy  odskodiiovanou  osobou
zdravotnického zafizeni, s vyjimkou pfipadu, kdy
je tato odchylka pfiméfend pro ochranu
bezpeCnosti  ablaha  subjektt  klinického
hodnoceni.

8.2 Odskodnéni zdravotnickym
zarizenim a zkouSejicim. Zdravotnické zatizeni
a zkouSejici spoleéné¢ anerozdiln¢ odskodni,
ochrani a zbavi odpovédnosti zadavatele, CRO,
jejich fteditele, vedouci, pracovniky, jednatele,
zaméstnance, zastupce, nezavislé dodavatele
a pridruZzené spolec¢nosti (dale spoleéné jen
,0dskodiiované osoby zadavatele®) v pfipad¢
jakychkoli a vSech ztrat vyplyvajicich
z jakéhokoli naroku vic¢i odSkodnované osobé
(osobam) zadavatele v rozsahu vyplyvajicim z (a)
hrubé nedbalosti nebo svévolného pochybeni
nékteré odSkodnované osoby zdravotnického
zatizeni, nebo (b) nedodrzeni podminek této
smlouvy,  protokolu, pisemnych  pokynt
zadavatele, CRO nebo jejich povéiené osoby nebo
nedodrzeni nékterych platnych pravnich predpisi
nebo pozadavkd vefejné spravy nékterou
odskodnovanou osobou zdravotnického zatizeni;
avsak za ptedpokladu, ze zdravotnické zafizeni ani
zkousSejici nejsou povinni odskodnit podle této
smlouvy v rozsahu, v némz je zadavatel povinen
odskodnit podle odst. 8.1.

8.3 Vseobecné podminky odskodnéni.
Souhlas kazdé smluvni strany s odskodnénim,

and employees, Investigator, Subinvestigators,
and Study Team Member(s)—(collectively,
“Institution Indemnitees”) against any
liabilities, expenses, damage and/or losses
(including without limitation attorneys’ fees,
court costs, witness fees, damages, judgments,
fines and amounts paid in settlement)
(collectively, “Losses”) resulting from third
party suits, claims, actions, or demands
(“Claims”) against them to the extent arising
out of any the properly performed procedures
required by the Study in accordance with the
Applicable Laws, the Contract and the Protocol
in the Study. The foregoing indemnity will not
apply in the proportion in which ifa Loss arises
out of (i) the negligence or willful misconduct
of any Institution Indemnitee, or (ii) the failure
of any Institution Indemnitee to adhere to the
terms of this Agreement, the Protocol or any
written instructions from Sponsor, CRO, or
their designee or to comply with any Applicable
Laws or governmental requirements, except to
the extent such deviation is reasonable to
protect the safety and welfare of the Study
subjects.

8.2 Indemnification by Institution
and Investigator. Institution and Investigator
will jointly and severally indemnify, defend
and hold harmless Sponsor, CRO, their
directors, officers, staff, agents, employees,
representatives, independent contractors and
affiliates (collectively, “Sponsor
Indemnitees”) from any and all Losses
resulting from any Claim against Sponsor
Indemnitee(s) to the extent resulting from the
(a) gross negligence or willful misconduct of
any Institution Indemnitee, or (b) the failure of
any Institution Indemnitee to adhere to the
terms of this Agreement, the Protocol, any
written instructions from the Sponsor, CRO or
their designee or to comply with any Applicable
Laws or governmental requirements; provided,
however, that neither Institution nor
Investigator will be obligated to indemnify
hereunder to the extent Sponsor is obligated to
indemnify under Section 8.1.

8.3 General Conditions of
Indemnification. Each Party’s agreement to
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ochranou a zpro$ténim druhé smluvni strany
odpovédnosti je podminéno tim, Ze odskodnovana
smluvni strana: (a) bezodkladné¢ vyrozumi
pisemné odSkodnujici smluvni stanu o jakémkoli
naroku, v jehoz ramci se pozaduje odskodnéni,
ato nejpozdéji do tficeti (30) dni poté, co se
odskodiiovana smluvni strana o naroku dovi; (b)
umozni odskodnujici smluvni strané podilet se
a kontrolovat prosetfovani, pfipravu a ochranu
proti  jakémukoli  naroku; (c) poskytne
odskodnujici  smluvni  strané  pfiméfenou
spolupraci a pomoc pii proSetfovani, pripraveé
a ochrané proti jakémukoli naroku; a (d) nebude
takovy narok fesit ani urovnavat bez predchoziho
pisemného souhlasu odSkodiujici smluvni strany,
pokud toto urovnani nezahrnuje plné vylouceni
odskodnujici smluvni strany.

8.4 Zdravotni ijma subjektu
hodnoceni.Zadavatel prohlasuje, ze v souladu
sustanovenimi  § 52 zakona  ¢.378/2007
o lé¢ivech, ve znéni pozdéjsich predpist, uzaviel
pro sebe a zkousejiciho na celou dobu trvani
klinického hodnoceni pojisténi odpovédnosti,
jehoz prostfednictvim bude v ptipad¢ umrti nebo
poskozeni zdravi subjektu nasledkem klinického
hodnoceni poskytnuto odskodnéni.

Pojistnou smlouvu kryjici pojisténi subjektd
klinického  hodnoceni  vramci  klinického
hodnoceni pro ptipad poskozeni jejich zdravi
nasledkem provadéni klinického hodnoceni
apojisténi profesni odpovédnosti, které se
vztahuje na hlavniho zkousSejiciho a zadavatele,
uzaviel zadavatel u pojistovny Lloyd Insurance
Company S.A.. Cislo pojistné smlouvy je
BARCET 20538. Toto pojisténi kryje poskozeni
zdravi anasledné S$kody, jak uvadi pojistna
smlouva, zpusobené subjektim klinického
hodnoceni  amajici  pfi¢innou  souvislost
s provadénim klinického hodnoceni. Rovnéz je
kryta  odpovédnost hlavniho  zkousSejiciho
a zadavatele za Skody zplsobené subjektim
klinického hodnoceni, s vyjimkou odpovédnosti
za Skody zplsobené zamérné nebo nedbalosti.
Zadavatel je povinen zajistit, aby bylo pojisténi
fadné¢ uzavieno a aby pokryvalo celou dobu trvani
klinického hodnoceni.

8.5 Omezeni odpovédnosti.
S vyjimkou naroku, v jehoz pfipadé je smluvni
strana povinna odskodnit podle clanku 8
(Odskodnéni), zdavodu poruseni c¢lanku 10
(Davérnost a zachovani mléenlivosti) nebo

indemnify, defend and hold the other harmless
is conditioned on the indemnified Party: (a)
providing prompt written notice to the
indemnifying Party of any Claim for which
indemnification is sought, and in any event no
more than thirty (30) days after the indemnified
Party learns of a Claim; (b) permitting the
indemnifying Party to participate and control
investigation, prepare for, and defend against
any Claim; (c) providing the indemnifying
Party, with the reasonable cooperation and
assistance in the investigation of, preparation
for and defense of any Claim; and (d) not
compromising or settling such Claim without
the indemnifying Party’s prior written consent
unless such settlement includes a full release of
indemnifying Party.

8.4 Subject Injury. The Sponsor
declares that, in accordance with the provisions
of Section 52 of Act No. 378/2007, on
Pharmaceuticals, as amended, it has ensured for
the entire period of the Trial liability insurance
for the Sponsor and the Investigator, through
which compensation shall be provided in the
event of the death of a Subject or damage to
health as a result of the Trial.

Insurance of the Trial Subjects of the Trial
against damage caused to their health as a result
of the performance of the Trial, and indemnity
insurance covering the Principal Investigator
and the Sponsor has been taken out by the
Sponsor with the insurance company Lloyd
Insurance Company S.A. The insurance policy
number is BARCET 20538. This insurance
policy covers damage to health and
consequential damage, as specified in the
insurance policy, caused to the Trial Subjects of
the Trial and causally resulting from
performance of the Trial. The liability of the
Principal Investigator and the Sponsor for
damage caused to the Subjects of the Trial is
also covered, with the exception of
responsibility for damage caused by intent or
negligence. The Sponsor is obliged to ensure
that the insurance was taken out properly and
covers the whole period of the clinical trial.

8.5 Limitation of Liability.
Except with respect to a Claim for which a
Party is obligated to provide indemnification
under Article 8 (Indemnification), breaches of
Articles 10 (Confidentiality and Non-
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v disledku hrubé nedbalosti nebo svévolného
pochybeni jedné ze smluvnich stran, nebude zadna
ze smluvnich stran odpovédna ostatnim smluvnim
stranam za jakékoli nepiimé, nahodilé, zvlastni
nebo nasledné Skody bez ohledu na teorii
odpovédnosti.

9. PROHLASENI A ZARUKY

9.1 Zadné nekonzistentni zavazky
nebo omezeni. Zdravotnické zatizeni a zkousSejici
timto kazdy jednotlivé prohlasuje a zarucuje, Ze je
zpusobilé/zplsobily a opravnéné/opravnény
uzaviit tuto smlouvu a Ze podminky této smlouvy
nejsou vrozporu sjeho jinymi smluvnimi
ujednanimi. Zdravotnické zafizeni a zkousSejici
timto kazdy jednotlivé zarucCuje, ze plnéni jeho
zavazkl podle této smlouvy neni omezeno zadnou
stavajici  smlouvou. ZkouSejici  prohlaSuje
a zaruCuje, ze financni ustanoveni této smlouvy
nejsou vrozporu szadnymi zavazky, které
zkousSejici mize mit viéi svému zaméstnavateli,
partnerovi nebo jiné tieti strané.

9.2  ZAdné poruSeni prav. Zadny stiet
zajmu. Zdravotnické zafizeni a zkousSejici timto
kazdy jednotlivé zarucuje, Ze béhem platnosti této
smlouvy neuzavie Zzadnou smlouvu o poskytovani
sluzeb, ktera by jakymkoliv zpisobem (a) zavazné
naru$ila jeho schopnost ucastnit se klinického
hodnoceni nebo (b) piedstavovala stfet zajmu se
zadavatelovym vyvojem Cl-inhibitort  pro
regulaci komplementové kaskady pii 1é¢be
hemolytické anémie s tepelnou protilatkou.

9.3 Zadné probihajici soudni spory.
ZAdné Kkroky ze strany regula¢nich organi.
Zdravotnické zafizeni a zkouSejici—timto kazdy
jednotlivé prohlasSuje a zarucuje, ze (a) neni
v soucasnosti t¢astnikem zadného soudniho sporu
a ze nevi o zadném probihajicim soudnim fizeni,
které se tyka tlohy zdravotnického zafizeni a/nebo
zkousSejiciho pti provadéni jakéhokoli klinického
hodnoceni pro kteroukoli tfeti stranu; a(b)
neobdrzelo/neobdrzel ustn€ nebo prostiednictvim
zadného pisemného upozornéni, ozndmeni nebo

Disclosure) or due to a Party’s gross negligence
or willful misconduct, none of the Parties will
be responsible or liable to the other Parties for
any indirect, incidental, special or
consequential damages regardless of the theory
of liability.

9. REPRESENTATIONS AND
WARRANTIES
9.1 No Inconsistent Obligations

or Constraints. Institution and Investigator
each represents and warrants that it is qualified
and permitted to enter into this Agreement and
that the terms of this Agreement are not
inconsistent with its other contractual
arrangements. Institution and Investigator each
warrants that it is not constrained by any
existing agreement in performing its
obligations under this Agreement. Investigator
represents and warrants that the financial
provisions of this Agreement do not conflict
with any obligations Investigator may have to
his or her employer, partner, or other third

party.

9.2 No Impairment; No Conflict.
During the term of this Agreement, Institution
and Investigator each warrants that it will not
enter into any agreement to provide services
which would in any way (a) materially impair
his, her or its ability to complete participation
in the Study, or (b) constitute a conflict of
interest with Sponsor’s development of Cl
inhibitors for the control of the complement
cascades in the treatment of warm hemolytic
anemia.

9.3 No Pending Litigation; No Action
by Regulatory Authorities. Institution and
Investigator each represents and warrants that
(a) it is not currently involved in any litigation,
and is unaware of any pending litigation
proceedings, relating to Institution’s and/or
Investigator’s role in the conduct of a clinical
trial for any third party; and (b) it has not been
notified orally or by means of any warning
letters, notices, or reports, including, without
limitations, any inspection report or integrated
inspection report, from any Regulatory
Authority asserting noncompliance  with
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zprav, véetné, bez omezeni, jakékoliv zpravy
z inspekce nebo integrované zpravy z inspekce, od
jakékoliv  regulacni  autority,  oznamujici
nedodrzeni platnych zakonl vztahujicich se ke
sluzbam poskytovanym tfetim stranam béhem
provadéni klinického hodnoceni, které budou mit
nebo pravdépodobné budou mit dopad na
Annexon nebo jeho klinické hodnoceni nebo
provedeni tohoto a, Ze v ptipad¢, kdy zdravotnické
zafizeni nebo zkousejici jsou takto informovani,

musi neprodlené¢ informovat zadavatele a
poskytnout zadavateli popis nedodrzeni a opatieni
pfijatd  kopravé nebo napravé takového
nedodrzeni.

9.4 Zadné vylouc¢ené nebo
diskvalifikované osoby. Zkousejici

a zdravotnické zafizeni timto kazdy jednotlive
zarucuje, ze ani zkouSejici a pokud je jim po
peclivém Setfeni znamo ani zadny ¢len studijniho
tymu nebyli Ufadem FDA vylouceni podle
ustanoveni 21 U.S.C. § 335(a), diskvalifikovani,
jak je popsano v 21 C.F.R. § 812.119, ani nebylo
zadnym regulacnim organem shledano, Ze jinak
porusili néjaky zakon, pravidlo ¢i predpis tykajici
se provadéni klinickych zkouSek. Zdravotnické
zafizeni a zkouSejici timto kazdy jednotlive
zaruCuje, Ze nezamestnd, neuzavie zadnou
smlouvu, ani nebude pfimo ani nepifimo nadale
k provadéni sluzeb podle této smlouvy vyuzivat
zadnou osobu, o které by jim po peclivém Setfeni
bylo znamo, ze byla ufadem FDA vyloucena
podle wustanoveni 21  U.S.C. §335(a),
diskvalifikovana, jak je popsano v21 C.F.R.
§ 812.119, nebo u niz bylo jakymkoli regulacnim
uradem shledano, Ze jinak porusila néjaky zakon,
pravidlo ¢i predpis tykajici se provadéni
klinickych zkousek. Pokud se zkousSejici nebo

neéktery spoluzkousejici dozvi nebo obdrzi
oznameni o vylouceni nebo diskvalifikaci
kterékoli osoby poskytujici sluzby

zdravotnickému zafizeni, zkouSejicimu nebo
spoluzkousejicimu, jez souviseji se sluzbami
poskytovanymi podle této smlouvy, pak se takovy
subjekt, popft. fyzicka osoba, zavazuje neprodlené
vyrozumét  zadavatele  aspolecnost CRO
a zalezitost vyfeSit podle pokynli zadavatele
a spole¢nosti CRO.

10. DUVERNOST A ZACHOVANI
MLCENLIVOSTI

10.1 Divérné informace. S vyjimkou
pfipadid uvedenych vtomto ¢lanku 10 na jiném

Applicable Laws relating to the services it has
provided to third parties during the conduct of
a clinical trial that will have or is likely to have
an impact on Annexon or its Study or
performance thereof and, in the event,
Institution or Investigator are so notified,
Institution and Investigator shall immediately
notify Sponsor and provide Sponsor with a
description of the noncompliance and the
measures taken to correct or remediate such
noncompliance.

9.4 No Debarred or Disqualified
Persons. Investigator and Institution each
warrant that neither Investigator and as far as
they know after making diligent inquiry nor any
Study Team Member has been debarred by the
FDA under 21 U.S.C. § 335(a), disqualified as
described in 21 C.F.R. § 812.119 or otherwise
found by any Regulatory Authority to have

violated any statue, rule or regulation
concerning the conduct of  clinical
investigations.  Institution and Investigator

each warrants that it will not employ, contract
with or retain any person directly or indirectly
to perform services under this Agreement if,
after making diligent inquiry, they know that
such a person is debarred by the FDA under 21
U.S.C. § 335(a), disqualified as described in 21
C.F.R. § 812.119 or otherwise found by any
Regulatory Authority to have violated any
statue, rule or regulation concerning the
conduct of clinical investigations. If
Investigator or any Subinvestigator become
aware of or receive notice of the debarment or
disqualification of any person providing
services to Institution, Investigator or
Subinvestigator which relate to services being
provided under this Agreement, then such
entity or individual, as applicable, agrees to
notify Sponsor and CRO immediately and
address the issue as directed by Sponsor and
CRO.

10. CONFIDENTIALITY AND
NONDISCLOSURE
10.1 Confidential Information. Except

as provided elsewhere in this Article 10,
Institution and Investigator will, and will
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misté, zdravotnické zafizeni a zkousSejici budou | ensure their employees, agents,
nakladat a zajisti, aby jejich zaméstnanci, pfipadné | Subinvestigators and Study Team Members, as
zastupci, spoluzkousejici a Clenové studijniho | applicable, treat all information and materials
tymu nakladali, se v§emi informacemi a materialy, | disclosed or provided to it by, or on behalf of,
které jim sd¢lili nebo poskytli jménem zadavatele | Sponsor or CRO, or generated in the
nebo CRO nebo které vznikly pii plnéni této | performance of this Agreement, as confidential
smlouvy, jako s davémymi informacemi, jez patfi | information belonging to Sponsor
zadavateli (dale jen ,,davérné informace*). Mezi | (“Confidential Information”). Confidential
divérné informace patii kromé jin¢ho patentové | Information includes, without limitation, patent
ptihlasky, technologie, podnikatelské zaméry, | applications, technology, business plans, the
protokol  klinického  hodnoceni  a veSkeré | Protocol and all information relating thereto; all
informace, které se knim vztahuji; veskeré | proprietary materials; applications,
chranéné firemni materialy; Zadosti, vyrobni | manufacturing processes, basic scientific data,
procesy, zakladni védecké udaje, tidaje klinického | Study Data, prior clinical data; Sponsor
hodnoceni, piedchozi klinické daje; technologie | Technology and Study Inventions; and pricing,
zadavatele a vynalezy vytvofené pii provadéni | systems, and procedures.

klinického hodnoceni; acenové kalkulace,
systémy a postupy.

10.2 Nesdélovani a nepouZivani 10.2 Nondisclosure and Nonuse. During

informaci. Béhem doby platnosti této smlouvy | the term of this Agreement and for a period of
a po dobu deseti (10) let (¢i po tak dlouhou dobu, | ten (10) years (or such longer period as
po kterou bude zdravotnické zafizeni nebo | Institution or Investigator continues to hold
zkousejici uchovavat kopie jakychkoli udajg, | copies of any and all data, documents or
dokumentt nebo informaci, které se tykaji nebo | information related to or resulting from the
vyplynuly z pln&ni této smlouvy, véetnd zaznamu | performance of this Agreement, including
klinického ~ hodnoceni  atdaji  klinického | Study Records and Study Data in accordance
hodnoceni v souladu s odst. 6.3) po vypovézeni | With Section 6.3) after termination or expiration
nebo vyprdeni platnosti této smlouvy bude | Of this Agreement, Institution and Investigator
zdravotnické  zafizeni a zkousejici uchovavat | Will, and will ensure that Study Team Members

azajisti, aby Glenové studijniho  tymu | and Subinvestigators, maintain in strict
a spoluzkousejici uchovavali, vSechny divérné | confidence all of the Confidential Information
informace zadavatele v p¥isné tajnosti a nebudou | of Sponsor and will not use any Confidential
74dné divérné informace vyuzivat, s vyjimkou | Information except as expressly permitted
ptipadd vyslovng povolenych touto smlouvou. | under  this  Agreement.  Confidential
Davérné informace jsou anadale zistavaji | Information is and remains the confidential and
davérnym a chrandnym vlastnictvim zadavatele | proprietary property of Sponsor and may be
a zdravotnické zafizeni nebo (podle situace) | disclosed to third parties by Institution or
zkousejici je muze tfetim stranam sdélit pouze | Investigator (as applicable) only on a need-to-
tehdy, je-li to nezbytné pro ucely vyslovng | know basis as necessary for purposes expressly
povolené v této smlouvé. Zdravotnické zafizeni | authorized in this Agreement. Institution and
a zkoulejici se zavazuji zajistit, e kterakoli tieti | Investigator agree that any third party to whom
strana, které byly sd&leny davérné informace, | disclosures of Confidential Information are
bude vézana povinnosti zachovavat jejich | made will be bound by obligations of
diivérnost a nepouzivat je, pfi¢emz tato povinnost | confidentiality and non-use at least as
bude minimaln& stejné restriktivni, jako | restrictive as those contained in this Article 10.

povinnosti uvedené v tomto clanku 10.

10.3 Vyjimky. Povinnosti tykajici se 10.3  Exceptions. The
zachovani davérnosti anepouzivani informaci Con.ﬁdennah.ty and nonuse 'obhgatu?ns of this
podle tohoto ¢lanku 10 neplati pro informace, | Article 10 will not apply to information that:

které: . .
(a) is already in the

possession of Institution or
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(a) jsou  jiz  vdrzeni
zdravotnického zafizeni nebo
zkousejiciho vdobé  jejich
sdéleni, jak doklada soudoby

pisemny zdznam;

(b) jsou nebo se pozdgji
stanou veiejn¢ dostupnymi bez
zavinéni zdravotnického zafizeni
nebo zkousejiciho;

(c) jsou obdrzeny, bez
povinnosti zachovavat
mlcenlivost nebo  dodrzovat

omezeni pfi jejich pouzivani, od
nekteré treti strany, ktera nema
vaéi zadavateli zadné zavazky

souvisejici se zachovanim
mlcéenlivosti;

(d) jsou nezavisle
vypracovany zdravotnickym

zafizenim nebo zkousejicim bez
poruSeni této smlouvy nebo
pouziti nebo vyuziti divérnych
informaci, jak dokldda soudoby
pisemny zdznam; nebo

(e) jsou predmétem
pisemného souhlasu zadavatele
nebo CRO s jejich zvetejnénim.

10.4 Povolené poskytnuti informaci.
Bez ohledu na vyse uvedené miize zdravotnické
zafizeni nebo zkouSejici poskytnout davérné
informace tfetim stranam, pokud toto poskytnuti
vyzaduji platné pravni ptedpisy, soudni nafizeni,
organ vefejné spravy nebo podobny uiad s
pifislusnou mistni pravomoci, pokud a pouze
pokud zdravotnické =zafizeni nebo zkousSejici
nejprve o pozadovaném poskytnuti zadavatele
pisemné vyrozumi a vynalozi pfimétené usili na
spolupraci se zadavatelem, aby umoznili uplatnéni
jakychkoli vyjimek, které se na né¢ mohou podle
platnych pravnich pfedpisti vztahovat. S ohledem
na jakékoli poskytnuti informaci povolené
v souladu s timto odst. 10.4 mohou zdravotnické
zafizeni a zkouSejici sdélit pouze to, co je
pifiméfené nezbytné pro splnéni pfislusného
pozadavku na poskytnuti informaci, pficemz tyto

Investigator at the time of
disclosure thereof, as
demonstrated by
contemporaneous written
record;

(b) is or later becomes
part of the public domain
through no fault of Institution
or Investigator;

(¢) is received, without
obligation of confidentiality or
limitation on use, from a third
party having no obligations of
confidentiality with respect
thereto to Sponsor;

(d) is independently
developed by Institution or
Investigator ~ without any

breach of this Agreement or
use or benefit of Confidential
Information, as demonstrated
by contemporaneous written
record; or

(e) is the subject of a
written permission to disclose
by Sponsor or CRO.

10.4 Permitted Disclosure. Despite the
foregoing, Institution or Investigator may
disclose Confidential Information to third
parties to the extent such disclosure is required
by Applicable Law, order of a court,
government agency or the like having
competent jurisdiction; if and only if
Institution or Investigator gives Sponsor prior
written notice of the required disclosure and
uses reasonable efforts to cooperate with
Sponsor to allow assertion of whatever
exclusions or exemptions may be available to it
under Applicable Laws. With respect to any
disclosure permitted in accordance with this
Section 10.4, Institution and Investigator may
only disclose what is reasonably necessary to
comply with the applicable disclosure
requirement, and such disclosed information
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poskytnuté informace neztraceji sviij charakter
davérnych informaci.

10.5 Duvérné informace spole¢nosti
CRO. Zdravotnické zafizeni a zkousSejici
zachovaji v pfisné tajnosti veSkeré informace
o procesech, cendch, systémech a postupech
spole¢nosti CRO, které jim sdélil zadavatel nebo
spoleénost CRO.  Zdravotnické  zafizeni
a zkouSejici budou tyto divémé informace
spole¢nosti CRO chranit se stejnym stupném péce,
sjakym by zdravotnické =zafizeni a zkousejici
chranili své vlastni diveérné informace, pti¢emz
tento stupen péce bude odpovidat minimalné
komeréné priméfené péci. DodrZzovani podminek
tohoto ustanoveni bude zdravotnické zafizeni
i zkouSejici pozadovat také od ostatnich clent
studijniho tymu, kteti jsou do tohoto klinického
hodnoceni zapojeni.

10.6 Nenapravitelna ujma.
Zdravotnické zafizeni a zkousejici berou na
védomi a souhlasi stim, ze jakékoli poruseni
podminek této smlouvy tykajici se poskytnuti
nebo pouziti diveérnych informaci muze vést
k nenapravitelné Wjmé a poSkozeni zadavatele,
které nelze adekvatné kompenzovat finanéné a pro
néz neexistuje zadny odpovidajici opravny
prostiedek, ktery by zadavatel mohl uplatnit ze
zakona. Zdravotnické zafizeni a zkouSejici proto
berou na védomi a souhlasi stim, ze zadavatel
mize piipadné¢ wusilovat osoudni piikazy,
rozhodnuti ¢i nafizeni za ucelem ochrany
diavérnych informaci aze bude opravnén tak
ucinit, aniz by musel slozit n¢jakou zaruku.

11. PUBLIKOVANI A REKLAMA

11.1 Publikovani.
Potom, co bude klinické hodnoceni dokoncéené a
zadavatel vSechny udaje z klinického hodnoceni
vyhodnoti, nebo co bude klinické hodnoceni bez
dokonceni predcasné ukonceno, muze
zdravotnické zatizeni a zkousejici jimi vytvorené
udaje klinického hodnoceni pro nekomer¢ni ucely
publikovat nebo jinak zvetejnit, za predpokladu,
ze (x) klinické hodnoceni bylo provedeno ve
zdravotnickém zafizeni v souladu s protokolem
(rozumi se, ze nouzové oSetfeni subjektu
klinického hodnoceni nebude povazovano za
nedodrzeni souladu s protokolem) a (y) ptispevek
(i) je publikovan v uznavaném Iékafském nebo
védeckém Casopise nebo prezentovan na uznavané

does not lose its character as Confidential
Information.

10.5 CRO Confidential Information.
Institution and Investigator will keep strictly
confidential any information disclosed to it by
Sponsor and/or CRO regarding CRO’s
processes, pricing, systems and procedures.
Institution and Investigator will protect such
confidential information of CRO with the same
degree of care as Institution and Investigator
would protect their own confidential
information, which degree of care will be no
less than commercially reasonable. Institution
and Investigator will require all Study Team
Members working on this Study to comply with
the terms of this provision.

10.6 Irreparable Injury. Institution and
Investigator acknowledge and agree that any
violation of the terms of this Agreement
relating to the disclosure or use of Confidential
Information may result in irreparable injury and
damage to  Sponsor not adequately
compensable in money damages, and for which
Sponsor may have no adequate remedy at law.
Institution and Investigator acknowledge and
agree, therefore, that Sponsor may need to seek
injunctions, orders, or decrees in order to
protect the Confidential Information and will be
entitled to do so without having to post a bond.

11. PUBLICATION AND PUBLICITY

11.1 Publication. Upon completion of the
Study and evaluation by Sponsor of all data
from the Study, or upon early termination or
abandonment of the Study, Institution and
Investigator may publish or otherwise
publicly disclose, for non-commercial
purposes, Study Data generated by Institution
and Investigator provided (x) the Study was
conducted at Institution in compliance with
the Protocol (it being understood that
emergency treatment of a Study subject will
not be deemed non-compliance with the
Protocol), and (y) such publication or
presentation (i) is made in a recognized
medical or scientific journal or at a recognized
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védecké konferenci, (i) vyuziva vSech udaji
klinického hodnoceni ze zdravotnického zafizeni,
anikoliv dil¢ich soubord udajii klinického
hodnoceni, a (iii) jsou dodrZovana ustanoveni nize
uvedenych odst. 11.1(a) az 11.1(¢) .

(a) Doba prezkumu.
Zdravotnické  zafizeni  a zkousSejici
poskytnou zadavateli kopii téchto
zptistupnovanych informaci

k prezkoumani minimalné Sedesat (60)
dni pred datem jejich predloZeni
k publikovani (v€etné abstraktil) nebo
zvefejnéni (dale jen ,,Doba prezkumu*).
Pokud béhem doby piezkumu zadavatel
zdravotnické zafizeni a/nebo zkousSejici
pozadd o vymazéni jinych diveérnych
informaci, neZz jsou udaje klinického
hodnoceni, zdravotnické zafizeni a/nebo
zkousejici tak ucini. Zadavatel bere na
védomi, Ze pozadované zmény by
nemély ohrozit védecky charakter c¢i
nestrannost publikace. Zatimco
zadavatel nesmi  vyzadovat, aby
zdravotnické zafizeni nebo zkousSejici
vymazali ze zvefejiovanych informaci
udaje klinického hodnoceni,
zdravotnické  zafizeni  a zkouSejici
v dobré vife zvazi zaclenéni kteréhokoli
zpodnétl  zadavatele, pokud jde
o prezentaci udaju klinického hodnoceni
a nacasovani zvefejnéni.

(b) Patentové prihlasky.
Pokud béhem doby piezkumu zadavatel
zdravotnickému zatizeni nebo
zkousSejicimu oznami, ze si pieje podat
patentovou piihlasku (ptihlasky) tykajici
se vynalezu (vynalezi) uvedeného nebo
obsazeného v navrhované publikaci nebo
zvetejnéni, zdravotnické zatizeni
a zkousejici odlozi publikovani nebo jiné
zptistupnéni informaci o dalSich Sedesat
(60) dni od konce doby prezkumu,
pficemz se tato doba na zdkladé¢
odtivodnéné zadosti zadavatele prodlouzi
o dalsich tficet (30) dni, tak aby mohl
zadavatel nebo jeho zmocnénec tuto
prihlasku (tyto ptihlasky) podat.

(¢) Multicentricka studie.
Bez ohledu na cokoli, co je

scientific conference, (ii) makes use of all of
Institution’s Study Data and not subsets of
Study Data, and (iii) is made in accordance
with the provisions of Sections 11.1(a)
through 11.1(c), below.

(a) Review Period.

Institution and Investigator will provide
Sponsor a copy of such disclosure for
review at least sixty (60) days prior to the
date of submission for publication
(including abstracts) or of public
disclosure (the “Review Period”). If
during the Review Period, Sponsor
requests that Institution and/or
Investigator delete any Confidential
Information other than Study Data,
Institution and/or Investigator will do so.
Sponsor acknowledges that requested
changes should not
compromise the publication’s  scientific
character or neutrality. While Sponsor
may not require that Institution or
Investigator delete Study Data from the
disclosure, Institution and Investigator
will consider in good faith incorporating
any of Sponsor’s suggestions with respect
to the presentation of Study Data, and the
timing of the disclosure.

(b) Patent Filings. If
during the Review Period, Sponsor
notifies Institution or Investigator that it
desires to file a patent application(s)
regarding an invention(s) disclosed or
contained in the proposed publication or
public  disclosure, Institution and
Investigator will defer publication or other
disclosure for an additional sixty (60) days
following the end of the Review Period,
such period to be extended an additional
thirty (30) days upon reasonable request of
Sponsor, so as to permit Sponsor or its
designee to file such application(s).

(¢) Multi-Center Study. Despite
anything to the contrary in this Article 11,
as the Study is part of a multi-center
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v ustanovenich tohoto ¢lanku 11
uvedeno vopatném  smyslu, smi
zdravotnické zafizeni nebo zkousejici
poskytnout informace k publikovani
nebo zvefejnéni teprve po publikovani
vysledkii multicentrick¢ho vyzkumu,
nebot’ klinické hodnoceni je soucasti
multicentrické klinické vyzkumné studie.
Po (i) publikovani multicentrickych
vysledki, (ii) zadavatelové oznameni, ze
se takové predloZzeni multicentrickych
vysledkd jiz neplanuje, nebo (iii)
osmnactimési¢nim (18mesi¢nim) vyroci
dokonceni klinického hodnoceni ve
vSech zac¢astnénych centrech, podle toho,
co nastane nejdiive, mohou zdravotnické
zafizeni a zkousSejici publikovat nebo
vefejné prezentovat udaje klinického
hodnoceni, za  ptredpokladu, Ze
zdravotnické zafizeni a zkouSejici splni
ustanoveni vySe uvedenych odst. 11.1 a)
all.l b). Tento odst. 11.1 plati ipo
vyprseni doby platnosti nebo vypovézeni
této smlouvy.

(d) Smluvni strany se dohodly, ze zadavatel
poskytne zdravotnickému zatizeni po ukonceni
klinického hodnoceni seznam publikaci
vztahujicich se k vysledkim tohoto klinického
hodnoceni.

11.2  Tiskové zpravy a marketingové
materialy. Vyjma toho, co je povoleno v této
smlouvé, nesmi zdravotnické zafizeni ani
zkousejici bez predchoziho pisemného souhlasu
zadavatele vydavat ani poskytovat sdélovacim
prostfedkiim ani zadné tieti stran¢ zadné tiskové
zpravy nebo prohlaSeni tykajici se klinického
hodnoceni, at’ pisemné ¢i Ustni, a zajisti, aby tento
zéakaz dodrzovali také jejich zaméstnanci, studenti,
1ékatsky a odborny persondl, jednatelé a zastupci.
Navic obsah vSech oznameni nebo propagac¢nich
informaci tykajicich se klinického hodnoceni nebo
této smlouvy predlozi zdravotnické zatizeni nebo
zkousejici nejprve zadavateli k prezkumu s cilem
odstranit konkrétn¢ zjisténé duvérné informace
nebo vécné chyby. Tento odst. 11.2 plati ipo
vyprseni doby platnosti nebo vypovézeni této
smlouvy.

12. OSOBNi UDAJE

clinical research study, no submission for
publication or public disclosure by
Institution or Investigator may be made
until after publication of the multi-center
results. After the first to occur of (i)
publication of the multi-center results, (ii)
notification by Sponsor that such a multi-
center submission is no longer planned, or
(iii) the eighteen (18) month anniversary
of the completion of the Study at all
participating centers, Institution and
Investigator may publish or publicly
present the Study Data, subject to
Institution’s and Investigator’s
compliance with Sections 11.1(a) and
11.1(b), above. This Section 11.1 survives
expiration or termination of this
Agreement.

(d) The Contracting Parties agree that the
sponsor shall provide the Institution, upon
completion of the clinical trial, with a list of
publications relating to the results of that
clinical trial.

11.2  Press Releases and
Marketing Materials. Other than as permitted
in this Agreement, Institution and Investigator
will not issue or disseminate, and they will
ensure that their employees, students, medical
and  professional  staff, agents and
representatives do not issue or disseminate any
press release or statement regarding the Study,
written or oral, to the communications media or
any third party without the prior written consent
of Sponsor. Additionally, the content of all
announcements or publicity concerning the
Study or this Agreement by Institution or
Investigator will be submitted to Sponsor for
prior review from Sponsor to remove
specifically identified Confidential Information
or factual errors. This Section 11.2 survives
expiration or termination of this Agreement.

12. PERSONAL DATA

12.1 Personal Data. Both prior to
and during the course of the Study, the
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12.1 Osobni udaje. Pfed zahgjenim
klinického hodnoceni iv jeho pribéhu mohou
zkousejici a jeho tymy poskytovat zadavateli nebo
jeho subdodavatelim osobni udaje. Zadavatel
bude spravcem téchto osobnich tdaji. Pokud ma
zkousejici poskytnout zadavateli nebo jeho
subdodavatelim osobni udaje, které jsou
pfedmétem GDPR, , pak pfedtim, nez tyto osobni
udaje zadavateli poskytne nebo jejich poskytnuti
povoli, poskytne informace o zpracovani kazdému
¢lenovi tymu. ZkousSejici bude se zadavatelem
spolupracovat a poskytne mu pfiméfenou pomoc
v souvislosti s jakoukoli Zadosti subjektu udaja,
kterou kterakoliv ze smluvnich stran obdrzi
v souvislosti s takovymi osobnimi udaji (véetné
zadosti podle ¢lanki 15 az 22 GDPR), v souladu
s platnymi pravnimi predpisy.

12.2 Osobni udaje subjektu klinického
hodnoceni. Zdravotnické zafizeni a zkousSejici
budou béhem doby platnosti smlouvy zpracovavat
osobni udaje subjektti klinického hodnoceni, na
které se vztahuje GDPR, a budou bez omezeni
odst. 1.5 plnit nasledujici povinnosti, pokud jde
o tyto osobni udaje:

(a) Pravni zaklad. Bez
ohledu na  kterékoli  ustanoveni
v piiloze C nebo pfiloze D (podle
situace), jak pozaduji platné pravni
predpisy, ziska zkouSejici nejprve
pisemny  souhlas subjektu  udaji
ucastniciho se hodnoceni, nebo nejprve
oznami subjektim udaji UcCastnicim se
klinického hodnoceni pfislusny pravni
zaklad a podminky, o které se zkousejici
opira pifi sbéru apouzivani osobnich
udaji subjektd klinického hodnoceni pro
ucely klinického hodnoceni.
Zdravotnicke zatizeni a zkousejici budou
tyto osobni udaje subjektii klinického
hodnoceni  zpracovavat v souladu
s formulafi  informovaného souhlasu
ziskanymi od subjektli udaj Gcastnicich
se  klinicktho  hodnoceni  ajim
poskytnutymi  upozornénimi,  nebo

zpisobem, ktery s timto neni
neslucitelny.
(b) Povinnosti

zpracovatele wudaji. V rozsahu, ve

Investigator and his/her teams may provide
Personal Data to Sponsor or its subcontractors.
Sponsor will be the controller of such Personal
Data. To the extent Investigator will provide
Personal Data which is subject to the GDPR to
Sponsor or its subcontractors, Investigator will
provide each team member with the fair
processing information prior to providing or
permitting the provision of such Personal Data
to Sponsor. Investigator will cooperate with
and provide reasonable assistance to Sponsor in
relation to any to any data subject requests
received by either Party in respect of such
Personal Data (including requests under
Articles 15 to 22 GDPR), in accordance with
Applicable Law.

during the term of the Agreement process
Personal Data of Study Data Subjects which is
subject to the GDPR, and without limiting
Section 1.5, will comply with the following
obligations in respect of such Personal Data:

12.2 Study Subject Personal Data.
Institution and Investigator will

(a) Lawful Basis. Despite
anything in Exhibit C or Exhibit D (as
applicable), as required by Applicable
Law, the Investigator will obtain Study
Data Subject prior written consent or
provide prior notice to the Study Data
Subjects of the relevant lawful basis and
conditions upon which Investigator
relies for the collection and use of Study
Data Subject Personal Data for Study
purposes. Institution and Investigator
will process such Study Data Subject
Personal Data in accordance with, or in a
manner which is not incompatible with,
the informed consent forms obtained
from and notices provided to such Study
Data Subjects.

(b) Data Processor Obligations.
To the exent Institution and/or
Investigator (“Data Processor”)
processes such Personal Data at the
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kterém zdravotnické zafizeni a/nebo
zkousejici (,,Zpracovatel udaju‘)
zpracovavaji tyto osobni udaje v misté
(ech) zdravotnického zafizeni jménem
Annexon (,,Spravce Udaja“), musi
vsechny takové osobni tdaje zpracovavat
v souladu s platnymi pravnimi ptedpisy a
vsouladu s Dodatkem o zpracovani
udaji pfipojenym k této smlouvé jako
ptiloha C. Zdravotnické zatizeni bude a
zajisti, ze zkouSejici a personal
bude/budou zpracovavat v§echny osobni
udaje pouze v misté (tech)
zdravotnického zafizeni.

(c)  Vptipadé¢ vSech dalsich
mist zadavatel oznami zdravotnickému
zafizeni a/nebo zkouSejicimu, zda osobni
udaje zpracovava jako spole¢ny spravce
¢i zpracovatel na zadkladé¢ platnych

pravnich predpist a veSkerych
prislusnych pokynd.

12.3  Definice. V tomto
Clanku 12 maji  pojmy ,spravce”,
,subjekt udaji“, ,osobni udaje“,
HZpracovavat®, HZpracovany®,
HZpracovani a,zpracovatel“ vyznam
stanoveny v GDPR.

13. DODRZOVANI PREDPISU

13.1Boj proti uplatkim a podvodiim.
Zdravotnické zafizeni a zkouSejici prohlasuji
azaruCuji, ze jejich stanovisko ohledné
doporuéeni apéfe okazdy subjekt klinického
hodnoceni nebude ovlivnéno odménou, kterou
obdrzi z této smlouvy, Ze tato odména nepiesahuje
realnou trzni hodnotu sluzeb, které poskytuji, a je
spravedliva, a ze jim nejsou poskytovany zadné
platby za tim ucelem, aby je pfimély k ndkupu ¢i
piedepisovani jakychkoli 1ékt, pfistroji nebo
produktd. Zdravotnické zafizeni a zkouSejici se
zavazuji, ze pokud zadavatel poskytne nékteré
produkty nebo polozky zdarma k pouziti v ramci
klinického hodnoceni, nebudou tyto bezplatné
produkty nebo polozky uc¢tovat zadnému subjektu
klinického hodnoceni, pojistiteli nebo organu
vefejné spravy, ani zadné jiné tieti strané.
Zdravotnické zafizeni a zkousSejici se zavazuji, ze
nebudou uctovat zadnému subjektu klinického
hodnoceni, pojistiteli ani ufadu vetejné spravy ani
zadné navstévy, sluzby nebo vydaje vzniklé
v pribéhu klinického hodnoceni, za které obdrzeli
od zadavatele nadhradu nebo jeZ nejsou soucdsti

facility(ies) of Institution on behalf of
Annexon (“Data Controller”), they shall
Process all such Personal Data in
compliance with Applicable Laws and in
accordance with the Data Processing
Addendum attached to this Agreement as
Exhibit C. Institution will and will ensure
Investigator and personnel will Process
all Personal Data only at the facility(ies)
of Institution.

(¢) For all other sites,
Sponsor will notify Institution and/or
Investigator as to whether the Personal
Data is Processed as a joint controller or
Processor based in Applicable Laws and
any relevant guidance.

12.3 Definitions. In this Article 12,
“Controller”, “Data Subject”, “Personal
Data”, “Process”, “Processed”,
“Processing” and “Processor” have the
meanings set out in the GDPR.

13. COMPLIANCE

13.1Anti-Kickback and Anti-Fraud.
Institution and Investigator represent and
warrant that their judgment with respect to the
advice and care of each Study subject will not
be affected by the compensation they receive
from this Agreement, that such compensation
does not exceed the fair market value of the
services they are providing, and is fair
compensation, and that no payments are being
provided to them for the purpose of inducing
them to purchase or prescribe any drugs,
devices or products. If the Sponsor provides
any free products or items for use in the Study,
Institution and Investigator agree that they will
not bill any Study subject, insurer or
governmental agency, or any other third party,
for such free products or items. Institution and
Investigator agree that they will not bill any
Study subject, insurer, or governmental agency
for any visits, services or expenses incurred
during the Study for which they have received
compensation from Sponsor, or which are not
part of the ordinary care they would normally
provide for the Study subject, and that neither
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bézné péle, kterou by subjektu klinického
hodnoceni bézné poskytovali, a Ze nebudou platit
jinému Iékafi za to, Ze bude posilat subjekty do
klinického hodnoceni.

13.2Zakon o zahrani¢nich korupénich
praktikach a boji proti uplatkarstvi.
Zdravotnické zafizeni a zkouSejici berou na
védomi, Ze zadavatel je vazan kromé jinych
predpisit zakonem o zahrani¢nich korup¢nich
praktikach a boji proti uplatkarstvi. Zdravotnické
zafizeni a zkouSejici prohlasuji a zarucuji, Zze
platby nebo hodnotné polozky obdrzené podle této
smlouvy  nebo  vsouvislosti s klinickym
hodnocenim neovlivni z4dné rozhodnuti, které
zdravotnické zafizeni, zkousSejici nebo néktery
zjejich  prislusnych  vlastnikd,  fediteld,
zaméstnanci, zastupcd, poradci nebo jakykoli
ptijemce platby podle této smlouvy mize ucinit
jako ufedni osoba ¢i jinak, aby pomohl zadavateli
zajistit neopravnénou vyhodu nebo ziskat Cci
zachovat podnikatelskou ¢innost. Zdravotnické
zafizeni a zkousSejici déle prohlasuji a zarucuji, Ze
ani oni, ani zadny z jejich pfislusnych vlastniku,
fediteld, zaméstnanct, jednateld nebo poradcti, ani
zadny piijemce plateb podle této smlouvy
nebudou poméhat zadavateli ziskat neopravnénou
vyhodu ¢i ziskat nebo udrzet podnikatelskou
¢innost jménem zadavatele nebo ve prospéch
klinického hodnoceni, pfimo ¢i nepfimo platit,
nabizet nebo slibovat, ze zaplati, nebo poskytovat
jakékoli hodnotné polozky jakékoli osobé nebo
subjektu, véetné zaméstnancil nebo Ufedniki cizi
vlady, vefejné mezindrodni organizace nebo
politické strany za ucelem (i) ovlivnéni né&jakého
jednani nebo rozhodnuti; (ii) navadéni takové
osoby nebo subjektu k jednani nebo opomenuti
v rozporu s jejich zakonnou povinnosti; nebo (iii)
navadéni takové osoby nebo subjektu k vyuziti
jejich vlivu na vladu ¢i jeji plsobeni s cilem
ovlivnit né&jaké jednani nebo rozhodnuti vlady
nebo jeji plsobeni. Zkousejici prohlasuje, ze neni
zahranicnim Ufednim Cinitelem a Ze je
zaméstnancem zdravotnického zafizeni.. Kromé
jinych prav nebo opravnych prostiedki podle této
smlouvy nebo zakona mize zadavatel rovnéz tuto
smlouvu vypovedét, pokud zdravotnické zatizeni
nebo zkousejici porusi néktera z prohlaseni nebo
zaruk obsazenych v tomto odstavci nebo pokud se
zadavatel dovi, ze zdravotnické zafizeni nebo
zkousejici nebo jakakoli fyzicka osoba ¢i subjekt

Institution nor Investigator will pay another
physician to refer subjects to the Study.

13.2  Foreign Corrupt Practices Act and
Anti-Bribery. Institution and Investigator
acknowledge that Sponsor is bound by,
amongst other various statutes, the Foreign
Corrupt Practices Act. Institution and
Investigator represent and warrant that
payments or items of value received pursuant to
this Agreement or in relation to the Study will
not influence any decision that Institution,
Investigator or any of their respective owners,
directors, employees, agents, consultants, or
any payee under this Agreement may make, as
a Government Official or otherwise, in order to
assist Sponsor to secure an improper advantage
or obtain or retain business. Institution and
Investigator further represent and warrant that
neither they nor any of their respective owners,
directors, employees, agents, or consultants,
nor any payee under this Agreement, will, in
order to assist Sponsor to secure an improper
advantage or obtain or retain business on behalf
of Sponsor or for the benefit of the Study,
directly or indirectly pay, offer or promise to
pay, or give any items of value to any person or
entity, including employees or officials of a
foreign government, public international
organization or political party, for purposes of
(i) influencing any act or decision; (ii) inducing
such person or entity to do or omit to do any act
in violation of their lawful duty; or (iii)
inducing such person or entity to use influence
with the government or instrumentality thereof
to affect or influence any act or decision of the
government or instrumentality. Investigator
represents that it is not a foreign official and is
employee of the Institution. In addition to other
rights or remedies under this Agreement or at
law, Sponsor may terminate this Agreement if
Institution or Investigator breaches any of the
representations or warranties contained in this
Section or if Sponsor learns that improper
payments are being or have been made to or by
Institution or Investigator or any individual or
entity acting on its or their behalf.
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jednajici jeho nebo jejich jménem provadi nebo
provedla nevhodné platby.

14. RUZNE
14.1 Vztah mezi smluvnimi
stranami. Zdravotnické zafizeni a zkousejici

budou vykonavat sluzby podle této smlouvy jako
nezavisli dodavatelé zadavatele. Ani zdravotnické
zafizeni, ani zkouSejici nebudou povazovani za
zaméstnance nebo zastupce zadavatele nebo CRO,
ani tato smlouva nebude pfedstavovat nebo
vytvaret zadny spole¢ny podnik, partnerstvi nebo
formalni podnikatelskou organizaci jakéhokoli
druhu, ani tak nebude vykladana. V tomto ohledu
nebude mit Zadna smluvni strana pravomoc
uzavirat jakoukoli dohodu jménem druhé smluvni
strany, ani nebude mit z4dnd smluvni strana
pravomoc  sjednavat  jakoukoli  smlouvu,
s vyjimkou pfipadu, kdy to druhd smluvni strana
vyslovné pisemné pozaduje.

14.2  Pouziti nazvu. Zadna smluvni
strana nepouzije bez predchoziho pisemného
souhlasu dot¢ené smluvni strany nazev, ochrannou
znacku, loga, symboly nebo jind vyobrazeni
kterékoli smluvni strany pro ucely marketingu,
reklamy nebo styku s vefejnosti.

14.3 14.3 Rozhodné
pravo. Tato smlouva se fidi a je vykladana
v souladu se zakony Ceské republiky bez ohledu
na principy kolizniho préva. Jakékoli spory,
neshody nebo naroky vzniklé na zakladé této
smlouvy nebo ve spojitosti s ni, které neni mozné
urovnat vzajemnou dohodou smluvnich stran,
budou feseny prostiednictvim ptislusného soudu
Ceské republiky.

14.4  Oddélitelnost. 'V pripadé, ze
mistn¢ pfislusny soud bude z jakéhokoli divodu
povazovat néktera ustanoveni obsaZena v této
smlouvé za neplatnd, nezakonnd nebo
nevymahatelnd, nebude mit tato neplatnost,
nezakonnost nebo nevymahatelnost vliv na ostatni
ustanoveni této smlouvy, pfi¢emz tato smlouva
bude vykladana tak, jako by takové neplatné,
nezakonné nebo nevymahatelné ustanoveni nebylo
v této smlouvé nikdy obsaZeno.

14. MISCELLANEOUS

14.1Relationship of Parties. Institution
and Investigator will perform services under
this Agreement as independent contractors of
Sponsor. Neither Institution nor Investigator
will be considered an employee or agent of
Sponsor or CRO nor will this Agreement
constitute, create or in any way be interpreted
as a joint venture, partnership or formal
business organization of any kind. In that
respect, no Party will have the authority to
execute any agreement on behalf of another
Party, nor will any Party have any authority to
negotiate any agreement, except as another
Party may expressly direct in writing.

14.2 Use of Name. No Party will use the
name, trademarks, logos, symbols, or other
images of any Party hereto for any marketing,
advertising or public relations purposes without
the prior written consent of the affected Party.

14.3 Governing Law. This Agreement
will be governed and interpreted in accordance
with the laws of Czech Republic without regard
to conflicts of laws principles. Any disputes,
disagreements or claims arising on the basis of
this contract or in connection with it, which
cannot be settled by mutual agreement of the
parties, will be resolved through the competent
court of the Czech Republic.

14.4 Severability. In case any one or more
of the provisions contained in this Agreement
is, for any reason, held to be invalid, illegal or
unenforceable in any respect by a court with
competent jurisdiction, such invalidity,
illegality or unenforceability will not affect the
other provisions of this Agreement, and this
Agreement will be construed as if such invalid,
illegal or unenforceable provision had never
been contained in this Agreement.

14.5 Notices. Except as provided below,
any notice required or permitted to be sent
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14.5 Oznameni. S vyjimkou piipadl, které jsou
uvedeny niZe, bude kazdé oznameni, které bude
podle této smlouvy pozadovano nebo povoleno,
zaslano pisemné prostiednictvim vnitrostatné
uznavané dorucovaci sluzby. .

Zdravotnické zafizeni
Fakultni nemocnice Ostrava
Centrum klinickych studii

17. listopadu 1790/5

708 52 Ostrava - Poruba
Ceska republika

Telefon: (+420) 59 737 2516

Zadavatel:

IAnnexon, Inc.

180 Kimball Way

Suite 200

South San Francisco, CA 94080 USA
K rukdm: Douglas Love, Esq.
Prezident a vykonny feditel

kopii obdrzi

CRO: Premier Research Group SLU

Calle Camino de la Zarzuela, 19 28023, Madrid,
Spanélsko

K rukam:Johanna Morand, zastupce feditele pro
smlouvy se studijnimi centry

14.6 Nezieknuti se prav. Opomenuti nebo
zpozdéni jedné smluvni strany pifi vymahani
jakéhokoli prava nebo opravného prostiedku, které
jsou ji vyhrazeny, nebo pii vyzadovani plnéni
kterychkoli podminek, ujednani nebo ustanoveni
této smlouvy druhou smluvni stranou nebude
znamenat zieknuti se takového prava nebo
opravného prostfedku, na ktery ma smluvni strana
narok. Tim nejsou dotena ustanoveni zakona o
promlceni. Jakékoli zieknuti se prava jednou
smluvni stranou v pfipadé poruseni této smlouvy
druhou smluvni stranou nebude znamenat ani
nebude vykladano jako zieknuti se prav pfi
nasledném poruseni této smlouvy, kterého se tato
druhéa smluvni strana dopusti.

14.7 Nastupci a nabyvatelé. Bez zadavatelova
pfedchoziho pisemného souhlasu zdravotnické
zafizeni ani zkouSejici nepostoupi, nepfidéli ani
jinak nepfevedou zadna zde uvedena prava nebo
povinnosti, ani jejich ¢ast, at’ uz ze zékona ¢i jinak.

under this Agreement will be in writing and
sent via any nationally recognized delivery
service

Institution:

Fakultni nemocnice Ostrava
Dept Clinical trials

17. listopadu 1790/5

708 52 Ostrava - Poruba

Czech Republic
Telephone: (+420) 59 737
2516
Sponsor:
Annexon, Inc.
180 Kimball Way
Suite 200
South San Francisco, CA 94080 USA
Attention: Douglas Love, Esq.
President and Chief Executive Officer
with copy to
CRO: Premier Research Group SLU
Calle Camino de la Zarzuela, 19 28023,
Madrid, Spain
VAT B84664655
Attention: Johanna Morand, Associate

Director, Site Contracts

14.6 Non-Waiver. The omission,
or delay, by any Party at any time to enforce any
right or remedy reserved to it, or to require
performance of any of the terms, covenants or
provisions hereof, by another Party, will not be
a waiver of any such right or remedy to which
the Party is entitled. This does not affect the
provisions of the statute of limitations. Any
waiver by any Party of a breach by another
Party of this Agreement will not operate or be
construed as a waiver of any subsequent breach
by such other Party.

14.7  Successors and  Assigns.
Neither Institution nor Investigator will assign,
subcontract or otherwise transfer any of its
rights or obligations hereunder, or any part
hereof, whether by operation of law or
otherwise, without the prior written consent of
Sponsor. This Agreement inures to the benefit
of and is binding upon the successors and
permitted assigns of the Parties. Any purported
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Tato smlouva plisobi ve prospéch nastupci
a pripustnych nabyvateld smluvnich stran, pricemz
je pro né zavazna. Jakékoli udajné postoupeni,
které neni v souladu s timto odst. 14.7, je neplatné.

14.8 Stejnopisy. Tato smlouva je vyhotovena ve
trech stejnopisech, (tj. podpisy nemusi byt na
jedné strané) pti¢emz kazdy z nich je povazovan
za original a vS§echny spole¢né tvofi jeden nastroj.
Zadavatel, zdravotnické zafizeni a zkouSejici
kazdy podepisi a obdrzi kompletni original
smlouvy.

14.9 (Iplné dohoda; zména; rozpor mezi
podminkami. Tato smlouva spolu s pfipojenymi
pfilohami obsahuje uplnou dohodu o pfedmétu
smlouvy  uzavienou mezi  zdravotnickym
zafizenim, zkousejicim a zadavatelem. Zadna
zména, zieknuti se prava nebo vypusténi
jakéhokoli ustanoveni této smlouvy nebude u¢inné
proti nékteré smluvni strané, paklize s tim tato
strana prostfednictvim opravnénych zastupct
zdravotnického zafizeni, zkousejiciho a zadavatele
pisemn¢ nesouhlasila. Dojde-li k rozporu mezi
podminkami  této  smlouvy  a podminkami
protokolu, (a) pokud se ty¢e 1ékatské problematiky
nebo DbezpeCnosti subjektu, plati podminky
protokolu, a (b) ve vSech ostatnich pripadech plati
podminky této smlouvy. Tato smlouva je sepsana
v ¢eském a anglickém jazyce. V piipad¢ rozporu
obou jazykovych verzi je rozhodujici ¢eské znéni
smlouvy.

14.10 Vy$8i moc. Zadné zpozdéni pii plnéni
zpiisobené nekterou smluvni stranou podle této
smlouvy nebude povaZzovano za poruseni této
smlouvy, pokud bylo zptusobeno udalostmi, které
nemulze postizend smluvni strana piiméfene
ovlivnit, kam patii mimo jiné pfirodni katastrofa,
embargo, vladni omezeni, stavka ¢i jiné jednani
pracovnikii ve spole¢né shodg, pozar, zemétiesenti,
zaplava, vybuch, vytrznosti, valka, obcCanské
nepokoje, povstani nebo sabotaz, a pokud smluvni
strana postizena takovou udalosti vynalozi
odpovidajici Gsili na ptekonani zpozdéni. Jakmile
to bude mozné, smluvni strana, kterou takova
udalost postihla, druhou smluvni stranu o vzniku
aukonCeni udalosti vys$§i moci neprodlené
uvédomi.

assignment not consistent with this Section
14.7 is null and void.

14.8  Counterparts. This
Agreement is executed in three counterparts
(i.e., signatures do not have to be on one page),
each of which is deemed an original and all of
which together constitute one instrument.
Sponsor, Institution, and Investigator shall each
execute and receive a complete original
Agreement

14.9 Entire Agreement;
Amendment; Conflict of Terms. This
Agreement, together with the attached Exhibits,
contains the entire agreement by and between
Institution, Investigator and Sponsor with
respect to the subject matter hereof. No
amendment, waiver or discharge of any
provision of this Agreement is effective against
a Party unless that Party has consented thereto
in writing by its authorized representatives of
Institution, Investigator and Sponsor. If there is
a conflict between the terms of this Agreement
and the terms of the Protocol, (a) with respect
to issues of medicine or subject safety, the
terms of the Protocol govern, and (b) in all other
cases, the terms of this Agreement govern. This
contract is written in Czech and English. In the
event of a conflict between the two language
versions, the Czech version of the contract shall
prevail.

14.10 Force Majeure. Any delays
in performance by a Party under this Agreement
will not be considered a breach of this
Agreement if and to the extent caused by
occurrences beyond the reasonable control of
the Party affected, including but not limited to
acts of God, embargoes, governmental
restrictions, strikes or other concerted acts of
workers, fire, earthquake, flood, explosion,
riots, wars, civil disorder, rebellion or sabotage,
and provided further that the Party affected by
the event uses reasonable efforts to overcome
the delay. The Party suffering the occurrence
will immediately notify the other Party as soon
as practicable of the start and stop of the force
majeure event.

14.11 Authority. Each party
represents and warrants that it has the power
and authority to enter and perform its
obligations under this Agreement without
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14.11 Opravnéni. Kazda strana prohlasuje
a zaruuje, Ze ma pravomoc a opravnéni tuto
smlouvu uzaviit a plnit své zavazky podle ni, aniz
by to bylo v rozporu ¢i pfedstavovalo nedodrzeni
nebo poruseni nékterého zakona, piedpisu nebo
pro ni zavazné smlouvy. KaZzda strana prohlasuje
azaruCuje, Ze tuto smlouva fadné a platné
podepsala a dorucila a Ze smlouva predstavuje jeji
pravné platnou a zavaznou povinnost,
vymahatelnou podle jejich podminek, s vyjimkou
piipadi, kdy mize byt vymahatelnost omezena ze
zakona nebo podle prava ekvity.

14.12 Opravnéné tieti osoby. Zadné ustanoveni
této smlouvy nesmi byt vykladano tak, ze
pfizndva prava opravnéné tieti osoby
kterékoliv nesmluvni strané, napiiklad
subjektlim klinického hodnoceni.

14.13 Smluvni strany timto berou na védomi a
souhlasi, Ze tato smlouva a jeji pfipadné dodatky
podléhaji povinnému zvetejnéni v souladu se
zakonem ¢. 340/2015 Sb., o registru smluv. Toto
povinné zvetejnéni zajisti zdravotnické zafizeni
pouze po piredchozim prezkoumani takovych
smluv a jejich dodatki zadavatelem a po
redigovani (zaslepeni) informaci, které jsou
povazovany za obchodni tajemstvi ve smyslu §
504 zakona ¢. 89/2012 Sb.., obcansky zakonik.
CRO dod4a Zadavateli upravenou verzi této
Smlouvy uréenou ke zvefejnéni pied jejim
podpisem. Zkous$ejici souhlasi se zvefejnénim
svého jména v souvislosti s touto smlouvou na
portale vefejné spravy v souladu se zdkonem o
registru smluv.

—podpisy jsou uvedeny na dalsi strané

conflict with, default under, or violation of any
law, regulation, or agreement binding upon it.
Each party represents and warrants that this
Agreement has been duly and validly executed
and delivered by it and constitutes its legally
valid and binding obligation, enforceable in
accordance with its terms, except as
enforcement may be limited by law or in equity.

14.12 Third Party Beneficiaries.
No term of this Agreement shall be construed
to confer any third-party beneficiary rights on
any non-party, including but not limited to,
Study subjects.

14.13 The contracting parties hereby
acknowledge and agree that this contract and
any amendments thereto are subject to
mandatory publication in accordance with Act
No. 340/2015 Coll.,, On the Register of
Contracts. Such disclosure for the mandatory
publication will be provided by the Institution
only following prior review by Sponsor of such
contracts and amendments thereto and
redaction (blinding) by Intsitution of
information which are considered being
business secret in sense of § 504 of the law
89/2012 coll, Civil code. CRO will deliver to
Sponsor the edited version of this Agreement
for publication prior to its signing. The
Investigator agrees to the publication of his /
her name in connection with this contract on the
public administration portal in accordance with
the Act on the Register of Contracts.

—signatures appear on the following page

NA DUKAZ CEHOZ smluvni strany uzaviely tuto
smlouvu k datu G¢innosti.

IN WITNESS WHEREOF, the Parties hereto
executed this Agreement as of the Effective
Date.
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ZDRAVOTNICKE ZARIZENI
/INSTITUTION

PREMIER RESEARCH ON BEHALF OF
ANNEXON, INC.

Podpis/By: Podpis/By:

Jméno napsané hilkovym pismem/Print Name:
doc. et. doc. MUDr. Petr Vavra, Ph.D.

Jméno napsané hilkovym pismem/Print
Name: Johanna Morand

Funkce/Title: naméstek feditele pro védu, Funkce/Title: Associate Director, Site

vyzkum a vyuku / Deputy Director for Science, Contracts
Research and Education
Datum/Date: Datum/Date:

ZKOUSEJICI PRECETL A VZAL NA VEDOMI
/READ AND AKNOWLEDGED BY INVESTIGATOR

Podpis/By:

Jméno napsané hilkovym pismem/Print Name:

Datum/Date:
PRILOHA A
ROZPOCET A PLATEBNI HARMONOGRAM
EXHIBIT A
BUDGET AND PAYMENT SCHEDULE
1.  PLATEBNI PODMINKY 1. PAYMENT TERMS
1.1.  Nabor do klinického hodnoceni je 1.1. Enrollment for the Trial is
kompetitivni. Celkovy oCekdvany competitive. Total Enrollment

pocet zafazenych subjekti do

expectation is ] enrolled Trial
klinického hodnoceni je [l za

Subjects over the duration of the

dobu trvani klinického hodnoceni.

1.2. Zdravotnické zafizeni, Fakultni
nemocnice Ostrava (piijemce),
dostane zaplaceno v souladu s
nasledujici tabulkou v sekci 2.1,

1.2.

Study.

The Institution, Fakultni
nemocnice Ostrava (“Payee”),
will be compensated in accordance
with the following table, in section
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coz pokryje naklady na provadéni
klinického hodnoceni.  Platby
pfijemci budou uskutecnény v
ceskych korunach (K<)
1.3. Spolecnost Premier Research
jménem zadavatele souhlasi s tim,
7ze bude platit pfijemci sumy,
stanovené  rozpoétem  tohoto
klinického hodnoceni, ktery je
uveden nize v této Priloze A (2.
ROZPOCET). Spolecnost
Premier Research ~ jménem
zadavatele zaplati pfijemci na
zakladé¢ subjekti podle poctu
navstév, schvalenych
zadavatelem/spolecnosti Premier
Research.
1.4. Navstéva schvalena
zadavatelem/spoleCnosti Premier
Research bude navstéva, pfi které
subjekt  hodnoceni  vyhovél
kritériim pro zatfazeni podle
protokolu, a neobjevila se zadna
kritéria pro vylouceni, miZe se
podle protokolu hodnotit a
spoleCnost Premier Research
ovéfila CRF  tohoto subjektu.
Rozumi se, ze jestlize je nutno
ukoncit hodnoceni subjektu z
divodd, ujednanych v protokolu,
obdrzi ptijemce platbu pomérnym
dilem za navstévy, provedené v
souladu s rozpisem. V piipadé
navs$tév provedenych v rozporu s
protokolem  nebudou  platby
provedeny.
1.5. Platba bude provedena Ctvrtletné pii
prevzeti spravné faktury od
pfijemce a bude zaplacena z
fondd, obdrzenych od zadavatele.

Fakturace zdravotnickym zafizenim bude
probihat na zakladé podkladi pro vystaveni
faktury dodanych zadavatelem/CRO, kde bude
vyznaCen prehled uskuteCnénych navstév
subjekti  hodnoceni a pocty jednotlivych
provedenych vysetfeni. Castky za sluzby
provedené lékarnou zdravotnického zatizeni
musi byt v podkladech k fakturaci vzdy
uvedeny odd¢€lené od ostatnich ¢astek.

2.1 to cover the costs of
conducting a Study. Payments to
the Payee will be performed in
Czech Koruna.
1.3. Premier Research on behalf of
Sponsor agrees to provide
payments to Payee according to
the amounts set forth in the Study
Budget incorporated below in this
Exhibit A (2. BUDGET). Premier
Research on behalf of Sponsor
shall pay Payee on a per subject
basis for each approved visit by
Sponsor/Premier Research.

1.4. An approved visit by
Sponsor/Premier Research will be
one in which a Trial Subject has
met the inclusion criteria of the
Protocol and none of the exclusion
criteria, is evaluable per the
Protocol, and the CRFs have been
source verified by Premier
Research. It is understood that if a
Trial Subject must be discontinued
for reasons stipulated in the
Protocol, Payee will be paid pro
rata for visits completed in
accordance with the Schedule. No
payments will be made for visits
done in violation of the Protocol.

1.5. Payment will be made Quaterly on
receipt of a correct invoice from
the Payee and will be made by

funds received by the Sponsor.

Invoicing by Institution will be done on the
basis of layouts for issuing an invoice supplied
by the Sponsor / CRO, which will indicate an
overview of the subject study visits and the
number of individual examinations performed.
Amounts for services performed by the
pharmacy of the Institution must always be
stated separately from the other amounts in the
invoicing documents.
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Start-up poplatky jsou jednorazové nevratné
poplatky splatné ihned po podpisu této
smlouvy

1.6. Spole¢nost Premier Research
zaplati vSechny nerozporované
faktury do tficeti (30) dnd od
prijeti posledni spravné faktury od
ptijemce.

ZavéreCna platba - deset procent
(10 %) z kazdé platby, bude
zadrzeno z kazdé platby az do
ukonceni klinického hodnoceni a
bude zaplaceno s posledni
splatkou.

1.7.

1.8. Zavérecna platba bude provedena

ve prospéch piijemce do tficeti

(30) dnti po:
dokonceni
hodnoceni a

(a) klinického

Radného  dodani  veskeré
studijni dokumentace
(zroje/CRF) a vyfeseni
veskerych namitek tykajicich
se dat a pozadavki na
vysvétleni zadavatele/Premier

Research.

(b)

2.  ROZPOCET

2.1 Rozvrh navstév a naklady pracovisté
Celkovy ptredpokladany rozpocet: K¢

Niéklady na jednoho
pacienta vCetné reZie

Cislo navitévy Castka (K&) bez DPH/

Navstéva 1

Celkem

.
.

2.2 Dan z pridané hodnoty (DPH)

Je nutno dodrzovat pfislusnd DPH nafizeni,
jestlize poplatky za sluzby piijemce, dluzné
podle této smlouvy, jsou pifedmétem DPH.

Start-up fees are one-time non-refundable fees
payable promptlyafter signing this contract.

1.6. Premier Research will pay all non-
disputed invoices within thirty
(30) days of receipt of a final,
correct invoice from Payee.

1.7. Final Payment - ten percent 10%
of each payment will be withheld
until the end of the Study and will

be paid with the last installment.

1.8. Final payment shall be made to

Payee within thirty (30) days after:
(a) a clinical study
Completion

(b) receipt of all Study
documentation (source/CRF)
and resolution of all queries
concerning data and
clarification requests of the
Sponsor/Premier Research.

2. BUDGET

2.1 Visit Schedule and Site Cost
The expected total budget is: CZK

Per Patient Cost including
Visit Number Overhead
Amount (CZK) without VAT
Visit 1 -
Total -

2.2 Value-Added Tax ("VAT")

The relevant VAT regulations must be observed
if the fee for the services of the Payee owed
under this Agreement are subject to VAT.
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Vedle nakladii na sluzby, uvedené v této Priloze
obdrzi pfijemce navic pfislusnou dan z ptidané
hodnoty (DPH).

Piijemce sluzeb Premier Research se sidlem ve
Spanélsku plati mechanismus prevedeni datiové
povinnosti. Zminka o mechanismu pievedeni
danové povinnosti bude uvedena na vsech
fakturach predlozenych zdravotnickym
zafizenim.

2.3 Nahrada cestovnich nakladt subjektt
Cestovni naklady budou hrazeny
prostfednictvim externiho vendora predem

schvaleného zadavatelem.

V ptipadé, ze nelze vyuzit spravu a Uhradu

prostfednictvim vendora, budou cestovni
naklady subjektd  klinického  hodnoceni
uhrazeny takto:
Poplatek Horni Komentar
limit, K¢
Cestovni Dle Na
naklady na predchozi zaklade
navstévu dohody pro | faktury a
subjektu individualni | pfedlozeni
klinického pripad uctenek.
hodnoceni

In addition of the costs for the services listed in
this Appendix, the Payee shall in addition
receive the applicable value-added tax (VAT).
The Service’s Recipient, Premier Research, is
based in Spain, reverse charge mechanism is
applicable. The mention “Reverse charge
mechanism is applicable” should be included on
all invoices submitted by Institution.

2.3 Trial Subject’s Travel Fees

Travel costs will be reimbursed through
external vendor preapproved by Sponsor.

In cases when management and reimbursement
by the vendor is not applicable, the Institution
will reimburse Trial Subject’s travel costs as
below:

Fees Not to Comments
exceed
Amount,
CZE
Travel Costs | On prior Upon invoice
per visit for | agreement | and
Trial per presentation of
Subject, individual | receipts.
case

Zdravotnické zafizeni ptedlozi odpovidajici
fakturu za skutetné¢ vynaloZzené cestovni
naklady subjektd hodnoceni jako dolozitelné
naklady Jmenovanému vendorovi, ktery zaplati
zdravotnickému zafizeni jménem zadavatele
vystavené a schvalené faktury.

V piipadé nesrovnalosti mezi formulafem
informovaného souhlasu (,,ICF*) a touto
smlouvou, pokud jde o ¢astky nebo zpusob
platby cestovného pro subjekt hodnoceni, bude
mit pfednost ICF.

3.  INFORMACE O PLATCI
Platba nakladi bude provedena na zakladé

vystavené faktury spole¢nosti Premier Research
pomoci bankovniho pfevodu nasledujicimu

Institution shall submit, as pass through,
corresponding invoice for reimbursement of
travel costs actually incurred by Trial Subjects
to the appointed vendor that, on behalf of
Sponsor, shall pay Institution for issued and
approved invoices.

In case of a discrepancy between the Informed
Consent Form (“ICF”) and this Agreement in
regards with the amounts or modality of the
payment of the Trial Subject’s Travel Fees, the
ICF will prevail.

3. PAYEE INFORMATION
Payment of costs will be made on issue of an

invoice to Premier Research by bank transfer to
the following recipient:

fijemci:

JMENO PRIJEMCE | Fakultni nemocnice PAYEE NAME (Same | Fakultni nemocnice
(Totéz  jake na | Qstrava name as the invoice): Ostrava

faktuie):
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Pokud budou bankovni tidaje uvedené
vySe nespravné nebo netiplné, platba
faktury mtize byt opozdéna.

4. FAKTURY
Prijemce posle faktury spole¢nosti
Premier Research na nasledujici
emailovou adresu:

ANNE2478Invoices@premier-research.com

Veskeré otazky tykajici se faktur adresujte na
ANNE2478Invoices@premier-research.com

5. Informace poZadované na fakturach

- ¢islo protokolu a pracoviste

- entita spolecnosti Premier Research, jejimz
prostfednictvim je pracovi$té kontrahovano:
Premier Research SLU, Camino de la Zarzuela
19, 28023 Madrid, Spanélsko, DIC B84664655
- jméno a adresa piijemce

- bankovni tdaje

- ¢islo DPH, pokud se vztahuje

- ¢islo a datum faktury

- Castka platby

- ptipadné by faktura méla byt adresovana do
kancelate spolecnosti Premier, s niz ma
pracovisté smlouvu jak je uvedeno vyse.

TATO PRILOHA A ROZPIS PLATEB
STANOVI VSECHNY PLATBY, KTERE MA
ZAPLATIT  SPOLECNOST  PREMIER
RESEARCH A ZADAVATEL PRIJEMCI VE
SPOJENI S TOUTO SMLOUVOU. ZADNE
DALSI DODATECNE ZADOSTI O PLATBY
NEBUDOU ZVAZOVANY BEZ
PREDCHOZIHO PISEMNEHO SOUHLASU
ZADAVATELE.

ADRESA 17. listopadu 1790/5, 708 PAYEE ADDRESS: 17. listopadu 1790/5,

PRIJEMCE: 52 Ostrava-Poruba, Ceska 708 52 Ostrava-Poruba,
republika Ceska republika

IBAN: CZ59 0710 0000 0000 IBAN: CZ59 0710 0000 0000
6633 2761 6633 2761

KOD SWIFT/BIC CNBACZPP SWIFT/BIC code CZ59 0710 0000 0000

Variabilni symbol: 649071372 6633 2761

IPENTIFIKACNi CZ00843989 Variable symbol 649071372

CISLO DPH VAT ID NUMBER CZ00843989

KONTAKTNI Romana Kovacova CONTACT NAME: Romana Kovacova

JMENO: EMAIL ADDRESS: Romana.kovacova@fno.cz

E-MAILOVA romana.kovacova@fno.cz

ADRESA:

If the bank details above are incorrect or
incomplete, the payments of the invoices
might be delayed.

4. INVOICES
Payee shall submit invoices to Premier
Research at the following email address:

ANNE2478Invoices@premier-research.com

All questions on invoices be addressed to
ANNE2478Invoices@premier-research.com

5. Information required in the Invoices

- Protocol and Site number

- Premier Research entity to which the site is
contracted with: Premier Research Group SLU,
Camino de la Zarzuela 19, 28023 Madrid, Spain
with VAT B84664655

- Payee Name and Address

- Bank details

- VAT number if applicable

- Invoice Number and Date

- Payment Amount

- If applicable, Invoice should be addressed to
the Premier office to which the site is contracted
with as listed above

THIS EXHIBIT A PAYMENT SCHEDULE
SETS FORTH ALL PAYMENTS DUE
UNDER THIS AGREEMENT TO BE MADE
BY PREMIER RESEARCH AND SPONSOR
TO PAYEE IN CONNECTION WITH THIS
AGREEMENT. NO OTHER ADDITIONAL
PAYMENT REQUESTS WILL BE
CONSIDERED WITHOUT THE PRIOR
WRITTEN CONSENT OF SPONSOR.
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6. Dal3i poplatky pro Castka (K¢&) Cetnost/Frequency Vyskyt plateb/
pracovisté / Additional | bez DPH/ Payment Occurrence
Site FeesDalsi poplatky | Amount (CZK)
pro pracovisté/ without VAT
Additional Site Fees
Start-up poplatek/ - jednordzovy/ po po@pis'u smlouvy/
Start-up fee Fee . after signing the
One-Time
Agrement
Poplatek za dodatek/ - jednordzovy/ po po@pis'u smlouvy/
Amendment Fee . after signing the
One-Time
Agrement
Pausalni poplatek - Roc¢né/yearly oproti faktuie/
ekonomického Upon Invoice
oddéleni/Flat fee of
economic department
Pausalni poplatek - Rocné/yearly oproti faktufe/
centra klinickych Upon Invoice
studii/Flat fee of the
centre for clinical trials
Pausalni poplatek pro - Rocné/yearly oproti faktufe/
studijni centrum/Flat Upon Invoice
fee for study site
Poplatek laboratori/Fee - Rocné/yearly oproti faktuie/
of laboratory Upon Invoice
department
Laboratorni - neznamé/ oproti faktuie/
certifikat/Laboratory Unknown Upon Invoice
certificate
Neuispésné screeningy/ - neznamé/ oproti faktuie/
Screen Failures Unknown Upon Invoice
Archivaéni - Rocné/yearly oproti faktufe/
poplatek/Archiving Fee Upon Invoice
Jednorazovy nevratny - po podpisu smlouvy/
poplatek za after signing the
biochemickou a Agrement
hematologickou jednorézovy/
odbornost / A on-off One-Time
non-refundable fee for
biochemical and
haematological
expertise
Chart review Fee - oproti faktuie/
Upon Invoice
Poplatek za - neznameé/ oproti faktufe/
hospitalizaci/ Unknown Upon Invoice
Hospital overnight
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PRILOHA B
PIna mocEXHIBIT B
Power of attorney

ANNEXON

biosciences
Power of Attornay

This Power of Allorney pertains to the Clinical Trial with Protocol Mumber ANX-wAJHAD1 entithed A Study
o Evaluate the Complemant Signature of Subjects with Warm Autoimmune Hemolytlc Anemia” [Protocol)
the perfarmance of the Protocal is referred as the “Trigl™

The Sponsor Annaxon, Inc. with a place of businese at 180 Kimbal Way Suite 200 South San Francisco,
CA 94080 USA ("Sponsor) represented by Doug Love, President and Chief Execulive Officer. has entarad
into & contract with Premier Research SLU with a place of Calle Caming de la Zarzuela, 19 Madrid 28023,
Spain, logether with its Affillates, {*Premier Resaarch®), to reprasant the Spongor's interests related 1o the
manapgement and conduct of the Trial according to the protocel and applicable laws and regulalions. The
lerm “Affiliale” shall mean an entity thal Is coniralled by, canirols, or Is under commen control by Premier
Rasaarch,

By this Power of Attomey, Sponsor has suthorized Pramier Research to conduct some or all of the following
functions, services and Trial relaled dutiss:

1. Te parform diligently and complete all services in accordance with the profocol, ICH Harmonised
Tripartite Guideline for Good Clinical Practice and other applicable laws, guidelines and regulatony
raquirements in operalion during the course of the Trial.

2. Todrafl, negoliate and execule contracts with Institutions and Principal investigators and study team
of the sites participating in the Trial including ihe dala proteclion agreaments, subject b the approval
of Ihe Sponsor:

3. To pay Institutions, Principal Investigalors and other parties to dinical rial agreaments according fo
their terms, a2 approved by the Sponsor;

4. Toparform other actions and lo sign any other documents relating te the implementation of ihis Power
of Attorney,

All actions taken hereunder shall be subject to the review znd appraval of the Sponsor.

The Power of Atlorney comes into validity on the day of signature and shall be valid far the duration of the
Trial unlass earlier revoked by the Sponsor in writing.

This pewer of attorney is issued with the right of substitution. In exercise of this right, Premier Research
intends to empaower its Affiliates to represent the Sponsar's interests whare necessary under the laws of
any of the Trial Countries with respect to the pedormance of the actions stipulated in this Pewer or Attormay,

\._\J\/L % (3 (2

Daug Love Diate
President and Chief Executive Officer

Annexon, Inc,
PRILOHA C EXHIBIT C
DODATEK O ZPRACOVANI UDAJU PODLE GDPR DATA PROCESSING
GDPR ADDENDUM
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1.1

1.2

1.3

2.1

Uvod

V této priloze C (dale jen ,Dodatek
o zpracovani udaju“) je zadavatel
oznaten  jako ,Spravce  udaji“

a zdravotnické zafizeni jako ,,zpracovatel
udaja‘.

Tento Dodatek o zpracovani udajt stanovi
povinnosti smluvnich stran v oblasti
ochrany udajt, jez vyplyvaji ze
skuteCnosti, Ze  zpracovatel udaji
zpracovava jménem spravce udaja podle
smlouvy o klinickém hodnoceni uzaviené
mezi smluvnimi stranami (dale jen
,smlouva“) osobni 0Udaje, na které se
vztahuji platné pravni piedpisy k ochrané
osobnich udaja.

Tento Dodatek o zpracovani udaja se
vydava na zakladé smlouvy a je do ni
zaclenén. Pokud nékteré ustanoveni tohoto
Dodatku o zpracovani tdaji neodpovida
nékteré podmince (podminkam) smlouvy,
ma v oblasti zpracovani osobnich udaji
pfednost tento Dodatek o zpracovani
udaji, a to bez ohledu na cokoli, co je ve
smlouvé uvedeno v opa¢ném smyslu.

Definice

Pro tucely tohoto Dodatku o zpracovani
udaji maji dale uvedené vyrazy nasledujici
vyznam, pokud kontext nebude vyzadovat
jinak.

,»Platné pravni predpisy Kk ochrané
osobnich udaji“ znaci:

(©) GDPR a/nebo jakykoli provadéci
nebo dopliujici mistni zakon platny
na uzmi Ceské republiky

kazdy Z nich v platném
konsolidovany, prepracovany
prilezitostné novelizovany;

znéni,
nebo

Kazdy z pojma ,,subjekt udaja“, ,,osobni
udaje“, ,,poruseni zabezpeceni osobnich
udaju“, ,zpracovavat”, ,zpracované
nebo ,,zpracovani“ ma vyznam stanoveny

1.1

1.2

1.3

2.1

Introduction

In this Exhibit C (the “Data
Processing Addendum’), Sponsor
will be referred to as the “Data
Controller” and Institution will be
referred to as the “Data Processor”.

This Data Processing Addendum
specifies the Parties’ data protection
obligations which arise from the
Data Processor’s Processing of
Personal Data which is subject to the
Applicable Data Protection Laws on
behalf of the Data Controller under
the Clinical Trials Agreement
entered into between the Parties (the
“Agreement”).

This Data Processing Addendum is
issued under and is incorporated into
the Agreement. Despite anything to
the contrary set out in the
Agreement, if any provision of this
Data Processing Addendum is
inconsistent with any term(s) of the
Agreement, this Data Processing
Addendum will prevail with regard
to the Processing of Personal Data.

Definitions

For the purposes of this Data
Processing Addendum, the following
expressions bear the following
meanings unless the context
otherwise requires:

“Applicable Data Protection Laws”
means:

(a) the GDPR and/or any
implementing or
supplementing local law
valid on the territory of the
Czech Republic

each as amended, consolidated,

restated or re-enacted from time to
time;

“Data Subject”, “Personal Data”,
“Personal Data Breach”, “Process”,
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3.1

3.2

v platnych pravnich pfedpisech k ochrané
udaji;

Pojem ,vzorové dolozky EU“ znaci
standardni smluvni dolozky (vztahy mezi
spravcem a zpracovatelem), jak stanovi
rozhodnuti Komise ze dne 5. tnora 2010
(C(2010) 593), ve znéni pozdejsich
pfedpisti, pribézné¢ aktualizované nebo
nahrazované (nebo jiné standardni dolozky
k ochran¢ tdaji, které muze ptipadné
pfijmout nebo schvalit vlada Spojeného
kralovstvi nebo Evropska komise);

L,GDPR*“ zna¢i nafizeni 2016/679
Evropského parlamentu a Rady ze dne
27. dubna 2016 o ochran¢ fyzickych osob
v souvislosti se zpracovanim osobnich
udaji a o volném pohybu téchto udaji;

»clensky stat” prilezitostné znaci Clenské
staty Evropské unie;

regulaéni organ“ znaci organ dozorujici
ochranu osobnich daji, do jehoz
pravomoci spada spravce udaji nebo
zpracovani osobnich daji zpracovatelem
udaji; a

Ltieti zemeé™“ znaCi vSechny zemé, které
nespadaji do pusobnosti zakont k ochrané
osobnich udaji Evropského hospodaiského
prostoru (dale jen ,,EHP®), vyjma zemi,
které Evropska komise piileZitostné schvali
jako zemé¢ zajistujici odpovidajici ochranu
osobnich udajt.

Podrobnosti o zpracovani

Zpracovatel udaji bude zpracovavat
osobni udaje jménem spravce udaji po
dobu platnosti nebo v souladu

s podminkami smlouvy za ucelem plnéni
svych povinnosti podle smlouvy.

Zpracovatel udaji bude podle této
smlouvy zpracovavat dale uvedené druhy
osobnich udaji:

3.1

“Processed” or “Processing” will
cach have the meaning as set out in
Applicable Data Protection Laws;

“EU Model Clauses” means the
Standard Contractual Clauses
(Controller to Processor) as set out in
the Commission Decision of 5
February 2010 (C(2010) 593) and as
amended, updated or replaced from
time to time (or such other standard
data protection clauses as may be
adopted or approved by the UK
Government or European
Commission);

“GDPR” means Regulation 2016/679
of the European Parliament and of the
Council of 27 April 2016 on the
protection of natural persons with
regard to the processing of personal
data and on the free movement of
such data;

“Member State” means the member
states of the European Union from
time to time;

“Regulator” means a data protection
supervisory authority which has
jurisdiction over the Data Controller
or the Data Processor’s Processing of
Personal Data; and

“Third Countries” means all
countries outside of the scope of the
data protection laws of the European
Economic Area (“EEA”), excluding
countries approved as providing
adequate protection for Personal Data
by the European Commission, from
time to time.

Details of Processing

The Data Processor will Process
Personal Data on behalf of the Data
Controller during the term of, and
in accordance with the terms and
conditions of, the Agreement for
the purpose of performing its
obligations under the Agreement.
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33

4.1

3.2.1 Osobni udaje tykajici se pacientt
ucastnicich se klinického hodnoceni:

Demograficka osobni data (vék/datum
narozeni, rasa/etnikum, pohlavi).

Zvlastni kategorie osobnich dat,
tykajicich se zdravotnich informaci
(vysledky lékatskych prohlidek, vysledky
laboratornich testi atd.) a jak je uvedeno
v protokolu a

Biologické vzorky subjektt klinického
hodnoceni (plna krev, plazma, sérum a
moc).

3.2.2 Osobni data se tykaji jednotlivcd,
kteti provadi/umoziiuji klinické
hodnoceni — jméno, pracovni e-mail a
pracovni telefonni Cislo.

3.2.3 Osobni data pfenesena mimo
EU/EHP budou pseudonymizovana.

Osobni udaje se tykaji t€chto kategorii
subjekti:

3.3.1 pacientil ucastnicich se klinického
hodnoceni jak je uvedeno vyse v sekci
32.1a

3.3.2 jednotlivei, ktefi provadi/umoziiuji
klinické hodnoceni — jak je uvedeno vyse
v sekei 3.2.2.

Povinnosti zpracovatele udaji

Pokud zpracovatel udaji zpracovava
osobni 1udaje jménem spravce udajl,
potom:

4.1.1 zpracovava osobni udaje pouze na
zaklad¢ dolozenych pokynii spravce udaji,
ato ipfi pfedani osobnich udaji do tieti
zem¢ nebo mezinarodni organizaci, pokud
mu toto zpracovani neukldda pravo
Evropské unie nebo ¢lenského statu, které

3.2

33

4.1

The Data Processor will be
Processing the following types of
Personal Data under this
Agreement:

3.2.1 Personal Data regards the
patients participating in the study:

Demographic Personal Data
(age/date of birth, race/ethnicity,
gender/sex);

Special Categories of Personal Data
medical information (medical exam
results, laboratory test results, etc.)

and as set forth in the Protocol; and

Study Subjects’ biological samples
(whole blood, plasma, serum and
urine).

3.2.2 The Personal Data regarding
the Individuals conducting /
facilitating the Study — name, work
email and work telephone numbers.

3.2.3 Personal Data transferred out
of EU/EEA will be pseudonymized.

The Personal Data regards the
following categories of data
subjects:

3.3.1 patients participating in the
Study as provided above in 3.2.1;
and

3.3.2 Individuals
conducting/facilitating the Study —
as provided above in 3.2.2.

Data Processor’s Obligations

To the extent the Data Processor
Processes Personal Data on behalf of
the Data Controller, it will:

4.1.1 Process the Personal Data
only on documented instructions
from the Data Controller, including
with regard to transfers of Personal
Data to Third Countries or an
international organisation, unless
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se na zpracovatele udaji vztahuje;
v takovém piipadé zpracovatel udaju
informuje spravce tdaji o tomto pravnim
pozadavku pfed zpracovanim, ledaZze by
tyto pravni predpisy toto informovani
zakazovaly z dtlezitych divodl vefejného
zajmu;

4.1.2 zajistuje, Ze se osoby opravnéné
zpracovavat  osobni  udaje  zavaz
k ml¢enlivosti nebo Ze se na né¢ vztahuje
zakonna povinnost ml¢enlivosti;

4.1.3 zavadi vhodna technicka
a organizaéni opatfeni k zabezpeceni,
podle potieby vcetné: (i) pseudonymizace
osobnich udajh; (ii) zajiSténi neustalé
divérnosti, integrity, dostupnosti
a odolnosti systému a sluzeb zpracovani;
(iii) obnoveni dostupnosti osobnich udaji
a v€asny pristup k nim v ptipad¢ fyzickych
¢i technickych incidentl; a (iv) procesu
pravidelného  testovani,  posuzovani
a hodnoceni  UC€innosti  technickych
a organizacnich opatfeni pro zajisténi
zabezpeceni zpracovani;

4.1.4 s ohledem na povahu zpracovani je
spravci udajii napomocen prostiednictvim
vhodnych technickych a organiza¢nich
opatieni, pokud je to mozné, pro splnéni
spravcovy povinnosti reagovat na zadosti
o vykon prav subjektu udaju stanovenych
v platnych pravnich ptedpisech k ochrané
udaji. Zejména bude zpracovatel udaji
pusobit jako kontaktni misto pro subjekty
udaji abude primarné odpovédny za
reagovani na piipadné Zz&dosti subjektd
udaji obdrzenych kteroukoliv smluvni
stranou v souvislosti s osobnimi udaji.
Zpracovatel udaju preda spravei tdaju
dotazy, které nemlze zodpovedét nebo
zpracovat, a odpovéd’ preposle subjektu
udaji; v kazdém pripadé
v pseudonymizované podob¢ s pouZitim
identifikacniho ¢isla specifického pro

required to Process such Personal
Data by European Union or Member
State law to which the Data
Processor is subject; in such a case,
the Data Processor will inform the
Data Controller of that legal
requirement before  Processing,
unless that law prohibits such
information on important grounds of
public interest;

4.1.2 ensure that its personnel
authorised to Process the Personal
Data have committed themselves to
confidentiality or are under an
appropriate statutory obligation of
confidentiality;

4.1.3 implement appropriate
technical and organisational security
measures, including, as appropriate,
(i) the pseudonymisation of Personal
Data; (ii) ensuring the ongoing
confidentiality, integrity,
availability and resilience of
Processing systems and services;
(ii1) restoring the availability and
access to Personal Data in a timely
manner in the event of a physical or
technical incident; and (iv) regularly
testing, assessing, and evaluating the
effectiveness of technical and
organisational measures for
ensuring the security of the
Processing;

4.1.4 taking into account the nature
of the Processing, assist the Data
Controller by appropriate technical
and organisational measures, insofar
as this is possible, for the fulfilment
of the Data Controller’s obligation
to respond to requests for exercising
the Data Subject’s rights laid down
in the Applicable Data Protection
Laws. In particular, Data Processor
will act as the contact point for Data
Subjects and will have primary
responsibility for responding to any
Data Subject requests received by
either Party in respect of Personal
Data. Data Processor will forward
inquiries that it cannot answer or
process to the Data Controller and
will forward the response to the Data
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klinické hodnoceni. Spravce udaju
spolupracuje se zpracovatelem udajd a je
zpracovateli udajii napomocen pii plnéni
zpracovatelovy povinnosti reagovat na
zadosti o vykon prav subjektu tudaji
stanovenych v platnych pravnich
predpisech k ochrané 1daji, vcetné
bezodkladného zaslani veskerych Zadosti,
které spravce udaji obdrzel ohledné
vykonu prava subjektem udaji podle
platnych pravnich predpisi k ochrané
udaji, zdravotnickému zatizeni;

4.1.5 neprodlené poté, co se o nich dozvi,
pisemné oznami spravci uUdaju kazdy
skuteény nebo  Udajny  nespravny,
neopravnény nebo nezakonny pfistup,
pouziti nebo zvetejnéni ¢i jakoukoli jinou
udalost, ktera ovliviluje dostupnost,
integritu nebo duvérnost osobnich udaji,
jez zpracovatel Udajii zpracovava podle
tohoto Dodatku o zpracovani tdaji nebo
v souvislosti snim. Spravce udaju
poskytne spoleéné stimto oznamenim
pisemné podrobnosti o skute¢ném nebo
udajném poruseni zabezpeceni osobnich
udaja:

4.1.5.1 popisujici povahu dan¢ho
pripadu poruseni
zabezpeceni osobnich
udajii vcetné, pokud je to
mozné, kategorii
a priblizného poctu

dotéenych subjektd udaji
a kategorii  a pfiblizného
mnozstvi dotéenych
zdznamu osobnich udaji;

4.1.5.2 popisyjici pravdépodobné
dasledky poruseni

Subject; in each case in
pseudonymized form using the
study-specific identification
number. Data Controller will
cooperate with Data Processor and
assist Data Processor in the
fulfilment of the Data Processor’s
obligation to respond to requests for
exercising the Data Subject’s rights
laid down in the Applicable Data
Protection Laws, including promptly
forwarding any requests received by
Data Controller in relation to the
exercise by a Data Subject of their
right under Applicable Data
Protection Law to Institution;

4.1.5 promptly notify the Data
Controller in writing upon becoming
aware of any actual or suspected
improper, unauthorized, or unlawful
access to, use of, or disclosure of, or
any other event which affects the
availability, integrity or
confidentiality of Personal Data
which is Processed by Data
Processor under or in connection
with  this  Data  Processing
Addendum. The Data Controller
will, together with such notice
provide written details of the actual
or suspected Personal Data Breach:

4.1.5.1 describing the nature
of the Personal Data
Breach,  including
where possible, the
categories and
approximate number
of Data Subjects
concerned and the
categories and
approximate number
of Personal Data
records concerned;

4,152 describing the likely
consequences of the
Personal Data
Breach; and
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zabezpeceni osobnich
udaji; a
4153 popisujici  pfijata nebo

navrzend opatfeni s cilem
vyfeSit dané  poruSeni
zabezpeceni osobnich
udajii, vcetn¢ pripadnych
opatieni ke  zmirnéni
moznych neptiznivych
dopad;

4.1.6 je spravci udaji napomocen pii
zajistovani souladu s povinnostmi podle
platnych pravnich predpisi k ochrané
udaji s cilem (i) zavést vhodna technicka
a organizacni opatfeni k zabezpeceni,
(i1) oznamit (je-li to pozadovano) poruseni
zabezpeceni osobnich udaji regulacnimu
ufadu  a/nebo  fyzickym  osobam
a (iii) provést posouzeni vlivu na ochranu
osobnich udaji a, je-li to pozadovano,
pfedchozi  konzultaci s regula¢nimi
organy;

417 az Dbude poskytovani sluzeb
tykajicich se zpracovani ukonceno,
veSkeré osobni udaje podle rozhodnuti
spravce udaji bud’ vymaze, nebo je spravci
udajti vrati a existujici kopie osobnich
udaji  vymaze, pokud se nepozaduje
uloZeni osobnich daji podle prava Unie
nebo Clenského statu;

4.1.8 poskytne spravci udaju veskeré
informace nezbytné k prokazani
dodrzovani  povinnosti  stanovenych
vtomto Dodatku o zpracovani udaju
a platnych pravnich ptredpisech k ochrané
osobnich daji a umozni audity a ptispéje
k auditim, vcetné¢ kontrol, provadénym
spravcem udajii nebo jinym auditorem,
jehoz k tomu spravce udaji poveii.

4153 describing the
measures taken or
proposed to be taken
to address the
Personal Data
Breach, including
where  appropriate
measures to mitigate
its possible adverse
effects.

4.1.6 assist the Data Controller in
ensuring compliance with the
obligations under Applicable Data
Protection Laws to (i) implement
appropriate technical and
organisational security measures;
(i) notify (if required) Personal
Data Breaches to Regulators and/or
individuals; and (iii) conduct data
protection impact assessments and,
if required, prior consultation with
Regulators;

4.1.7 at the choice of the Data
Controller, delete or return all the
Personal Data to the Data Controller
after the end of the provision of
services relating to Processing, and
delete existing copies of the
Personal Data unless Union or
Member State law requires storage
of the Personal Data;

4.1.8 make available to the Data
Controller all information necessary
to demonstrate compliance with the
obligations laid down in this Data
Processing Addendum and
Applicable Data Protection Laws,
and allow and contribute to audits,
including inspections, conducted by
the Data Controller or another
auditor mandated by the Data
Controller.

4.19 The Data Processor will
immediately inform the Data
Controller if, in its opinion, an
instruction of the Data Controller
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5.1

4.19 Zpracovatel Udaji  okamzité
informuje spravce udaji, pokud podle jeho
nazoru néktery pokyn spravce udaju
porusuje platné pravni piedpisy k ochrané
udaja.

Zmény platnych pravnich predpisi
k ochrané udaji

Zpracovatel 0dajii pfijme vSechny vhodné
kroky pozadované spravcem udaju k
zajisténi, Zze budou osobni udaje
zpracovavany  vsouladu s platnymi
pravnimi pfedpisy k ochran¢ osobnich
udaji, véetné (i) pokyni k vykladu jejich
ustanoveni; (ii) pokud zmény tykajici se
Clenstvi zem¢ v Evropské unii nebo
Evropském  hospodaiském  prostoru
vyZaduji upravu této smlouvy; nebo (iii) se
stanou neplatnymi nebo budou zménény
vzorové dolozky ¢i jakékoli jiné
mechanismy nebo zjisténi tykajici se
adekvatnosti, smluvni strany v kazdém
pfipad¢ projednaji tyto upravy v dobré
vite, je-li to pozadovano pro zajisténi
trvalé shody s platnymi pravnimi piedpisy
k ochran¢ osobnich tdajt.

Mezinarodni piedani

Zpracovatel udaju nebude zpracovavat
osobni Udaje v tfeti zemi ani do ni nepfeda
osobni udaje zEHP nebo Spojeného
kralovstvi, ledaze tim zpracovatel udaju
(nebo pripadné dil¢i zpracovatel, ktery bude
zpracovavat osobni udaje v této tfeti zemi)
splni povinnosti dovozce udaji stanovené
ve vzorovych dolozkach EU, které se timto
zacleniuji do této smlouvy aodkazem se
stavaji jeji soucasti. Pro ucely ptilohy 1
Vzorovych dolozek EU plati ¢lanek 3
(Detaily  zpracovani) tohoto Dodatku
o zpracovani udaji. V téchto vzorovych
dolozkéach EU spravce (spravci) udaju plni
povinnosti vyvozce tdaju.

5.1

7.1

infringes the Applicable Data
Protection Laws.
Changes in Applicable Data

Protection Laws

The Data Processor will take all
steps reasonably requested by the
Data Controller to ensure that the
Personal Data is Processed in
compliance with Applicable Data
Protection Laws, including (i) any
guidance on the interpretation of its
provisions; (ii) if changes to the
membership status of a country in
the European Union or the European
Economic Area require modification
to this Agreement,; or (iii)the
Model Clauses or any other
mechanisms or findings of adequacy
are invalidated or amended, in each
case the Parties will negotiate such
modifications in good faith if
required to ensure continued
compliance with Applicable Data
Protection Laws.

International Transfers

The Data Processor will not process
Personal Data or transfer Personal
Data from the EEA or the UK to, a
Third Country wunless the Data
Processor (or sub-processor (as
applicable) which will be processing
the Personal Data in such Third
Country) complies with the data
importer’s obligations set out EU
Model Clauses which are hereby
incorporated into and form part of this
Agreement by reference. Paragraph 3
(Processing Details) of this Data
Processing Agreement will apply for
the purposes of Appendix 1 to the EU
Model Clauses. The Data
Controller(s) will comply with the
data exporter’s obligations in such
EU Model Clauses.

Sub-Processing
The Data Processor will inform the

Data Controller in writing of any
intended sub-processors of Personal
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7.1

7.2

8.1

Diléi zpracovani

O vSech zamySlenych dil¢ich
zpracovatelich osobnich 1daji informuje
zpracovatel udaji pisemné piredem spravce
udaji a bez jeho piedchoziho zvlastniho
nebo obecného pisemného schvaleni
zadného  dilctho  zpracovatele udaji
nevyuzije. V piipadé obecného pisemného
schvaleni informuje zpracovatel tudaji
spravce udaji o veskerych zamyslenych
zménach tykajicich se zapojeni nebo
vymény dalSich dil¢ich zpracovateli. Na
schvaleni nebo zamitnuti zmény bude mit
spravece udaji 21 dnt ode dne pfijeti
oznameni. Pokud zpracovatel udaji
neobdrzi od spravce udaji zadnou odpoveéd’,
nebude takového dil¢iho zpracovatele
vyuzivat. Zpracovatel Udaji zajisti, ze
smlouva uzavienda mezi nim a dil¢im
zpracovatelem bude obsahovat dostatecné
zaruky vtom sméru, ze zpracovani, které
bude provadét tento dilci zpracovatel, bude
splilovat pozadavky platnych pravnich
predpisti k ochran¢ osobnich udajii a bude
v souladu s timto Dodatkem o zpracovani
udaja.

Pokud zpracovatel udaji zapoji dil¢iho
zpracovatele do provadéni uréitych ¢innosti
zpracovani jménem spravce udaji a tento
dil¢i zpracovatel své povinnosti nesplni,
zlstava zpracovatel udaju podle platnych
pravnich predpist k ochrané osobnich udajt
plné odpovédny spravci udaji za plnéni
povinnosti tohoto dil¢iho zpracovatele.

Odskodnéni

Zpracovatel udajl se zavazuje, ze (v
souladu s pravnimi piedpisy o odskodnéni
(zékon ¢. 89/2012 Sb., obCansky zakonik,
ve znéni pozd&jsich predpisll) na pozadani
odskodni a ochrani spravce udajt pred

a proti vSem narokim, zavazkim,
nakladim, vydajim, ztratam nebo
Skodam, které spravce udajii utrpél

7.2

8.1

Data in advance of using such sub-
processor. The Data Processor will
not engage any sub-processor without
prior specific or general written
authorization of the Data Controller.
In the case of a general written
authorization the Data Processor will
inform the Data Controller of any
intended changes concerning the
addition or replacement of other sub-
processors. The Data Controller will
have 21 days from the date of receipt
of the notice to approve or reject the
change. If there is no response from
the Data Controller, the Data
Processor will not use such sub-
processor. The Data Processor will
ensure that the Data Processor’s
contract with any sub-processor
contains sufficient guarantees that the
Processing to be performed by such
sub-processor  will meet the
requirements of the Applicable Data
Protection Laws and are consistent
with this Data Processing Addendum.

If the Data Processor engages a sub-
processor for carrying out specific
Processing activities on behalf of the
Data Controller, where that sub-
processor fails to fulfil its obligations,
the Data Processor will remain fully
liable under the Applicable Data
Protection Laws to the Data
Controller for the performance of that
sub-processor’s obligations.

Indemnity

Data Processor agrees that in
accordance with the Czech
legislation on indemnification (law.
89/2012 coll. Civil Code as
amended) it will (indemnify and
hold harmless Data Controller, on
demand from and against all claims,
liabilities, costs, expenses, loss or
damage incurred by Data Controller
(including consequential losses,
loss of profit and loss of reputation
and all interest, penalties and legal
and other professional costs and
expenses) arising directly or
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(v€etné naslednych ztrat, uslého zisku indirectly from a breach of this
a ztraty dobrého jména a vSech uroki, Agreement by Data Processor .
penale a pravnich a jinych profesnich
nakladi a vydajt) v disledku pifimého
nebo nepiimého poruseni této smlouvy
zpracovatelem udaja.
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