AMENDMENT TO THE CLINCAL
TRIAL RESEARCH AGREEMENT

DODATEK KE SMLOUVE
O PROVEDENI VYZKUMNEHO
KLINICKEHO HODNOCENI

This amendment (“Amendment”) is
effective as of date of publication in contract
registry (“Effective Date”) between CSL
Behring GmbH (“Sponsor”) and Fakultni
nemocnice Plzen having its principal place of
business address at Edvarda Benese 1128/13,
305 99 Plzen , Czech Republic (“Institution”)
with place of clinical trial Kardiologické
oddéleni, Fakultni nemocnice Plzen, alej
Svobody 80, 304 60 Plzen, Czech Republic ,
and doc. MUDr. Milan Hromadka, Ph.D.
having its principal place of business address
at Kardiologické odd¢leni, Fakultni nemocnice
Plzen, alej Svobody 80, 304 60 Plzen-
Lochotin, Czech Republic (“Principal
Investigator”). Sponsor, Principal Investigator
and Institution are parties to a Clinical Trial
Research Agreement (“Agreement”) dated 10
October 2018 relating to the Study entitled “ A
phase 3,  Multicenter,  Double-blind,
Randomized, Placebo-controlled, Parallel-
group study to Investigate the Efficacy and
Safety of CSL112 in Subj ” (the “Protocol”)
as modified from to time to time, and the parties
now desire to amend the Agreement.

Tento dodatek (dale jen ,,dodatek®) je
ucinny ke dni zvefejnéni v registru smluv (dale
jen ,,datum ucinnosti) mezi spolecnosti CSL
Behring GmbH (ddle jen ,zadavatel®)
a Fakultni nemocnici Plzen se sidlem na adrese
Edvarda Benese 1128/13, 305 99 Plzen Ceska
republika (dale jen ,,zdravotnické zafizeni‘)
s mistem provadéni klinického hodnoceni
Kardiologické oddéleni, Fakultni nemocnice
Plzen, alej Svobody 80, 304 60 Plzen, Ceska
republika a doc. MUDr. Milanem Hromadkou,
Ph.D. sesidlem naadrese Kardiologické
odd¢leni, Fakultni nemocnice Plzen, alej
Svobody 80, 304 60 Plzen-Lochotin, Ceska
republika (dale jen ,hlavni zkouSejici®).
Zadavatel, hlavni zkousejici a zdravotnické
zafizeni jsou smluvnimi stranami smlouvy
o provedeni vyzkumného klinického hodnoceni
(dale jen ,,smlouva®) ze dne 10. fijna 2018
tykajici se studie nazvané ,,Multicentricka,
dvojité zaslepend, randomizovand, placebem
kontrolovana studie fadze 3 s paralelnimi
skupinami k prozkoumani u¢innosti a
bezpec€nosti pifipravku CSL112 u subjektl s
akutnim koronarnim syndromem® (dale jen
,»protokol®), ktera je ¢as od ¢asu pozménovana,
a smluvn{ strany si nyni pfeji smlouvu doplnit.

Now therefore, in consideration of the
mutual promises and covenants set forth herein,
and other good and valuable consideration, the
receipt and sufficiency of which is hereby
acknowledged, Sponsor and Institution hereby
agree to amend the Agreement as follows:

Na zikladé toho as ohledem na
vzajemné pifsliby a zavazky zde uvedené a za
fadné a pfiméfené protiplnéni, jehoz pfijetd
a dostate¢nost se timto uzniva, se zadavatel
a zdravotnické zafizeni dohodli, ze tuto smlouvu
doplni nasledovné:




Section 2.4 Personal Data Consent of the
Agreement is hereby deleted and replaced in its
entirety with the following:

Bod 2.4 smlouvy, Souhlas s osobnimi
udaji, se timto zruSuje nahrazuje
nasledujicim:

a zcela

X2.4  Privacy Notice. Both prior to
and during the course of the Study, Research
Personnel may be called upon to provide
personal data to Sponsor or Sponsor
representative. This personal data may fall within
the scope of the laws and regulations relating to
the protection of personal data. This personal
data may include, as applicable, names, contact
information, work experience and professional
qualifications, publications, curriculum vitae,
educational background, information related to
potential conflicts of interest and payments
made under this Agreement. This personal data
may be used for the following purposes: (a) the
conduct of the Study; (b) verification by
Agencies (as defined below), the Sponsor and
Sponsor representative; (c) compliance with legal
and regulatory requirements; (d) publication on
www.clinicaltrials.gov and  websites  and
databases that serve a comparable purpose; (e)
storage in databases to facilitate the selection of
investigators for future clinical trials; and (f) anti-
corruption compliance.

2.4 Oznameni o ochrané osobnich
udaju. Pred konanim studie 1v jejim prabc¢hu
mohou byt pracovnici vyzkumu vyzvani, aby
zadavateli nebo jeho zastupci poskytli osobni
udaje. Na tyto osobn{ udaje se mohou vztahovat
zakony a pravni pfedpisy tykajici se ochrany
osobnich udajia. Tyto osobn{ udaje mohou dle
zahrnovat jména, kontaktni udaje,
pracovni zkuSenosti a odborné kvalifikace,
publikace,  Zivotopis, dosazené  vzdélani,
informace v souvislosti s pfipadnym stfetem
zajmu a platbami provedenymi v ramci této
smlouvy. Tyto osobni udaje lze pouzivat
k nasledujicim ucelim: (a) provadéni studie, (b)
ovéteni ze strany ufrada (dle definice nize),
zadavatele ajeho zastupce, (c) dodrzovani
zakonnych  a regulacnich  pozadavkd,  (d)
zvefejnéni na internetové adrese
www.clinicaltrials.gov. ~ ana  internetovych
strankach a v databazich, které slouzi pro
srovnatelné ucely, (e) ulozeni v databazich za
ucelem usnadnéni vybéru zkousejicich pro
budouci klinicka hodnoceni a (f) dodrzovani
protikorupcnich zasad.

situace

Sponsor or Sponsor representative may
transmit this personal data to jurisdictions where
that information will be processed and which
may or may not have laws that seek to preserve
the privacy of such personal data. Nevertheless,
whenever such personal data is transferred,
Sponsor is the data controller responsible for
handling personal data in accordance with all
applicable laws and with appropriate safeguards
such as Standard Contractual Clauses (pursuant
to Article 46 (2) of the EU General Data
Protection Regulation ("GDPR")). The
personal data of Research Personnel is processed
for the purposes listed above on the basis of the
data controllers’ legitimate interests in

Zadavatel nebo jeho zastupce smi
osobni udaje pfenaset do jurisdikci, v nichz
budou informace zpracovany a které mohou, ale
nemusi mit zakony, jejichz ucelem je zachovat
davérnou  povahu  takovych  osobnich
udaju. Kdykoli vsak dojde k pfedani takovych
osobnich udaju, je zadavatel spravcem udaju
zodpoveédnym za nakladani s osobnimi udaji
v souladu se véemi platnymi zakony a s vyuzitim

vhodnych ochrannych opatfeni, jako jsou
standardni  smluvni  dolozky (v souladu
s Clankem 46 (2) Obecného nafizeni EU

o ochrané osobnich udaja (,, GDPR®)). Osobni
udaje pracovnikd vyzkumu jsou zpracovavany
k vyse na  zaklade

uvedenym  ucelum




accordance with Article 6 (1) (f) of the GDPR
or when the transfer is necessary for important
reasons of public interest (pursuant to Article 49
(1) of the GDPR). Sponsot's legitimate interests
are the proper conduct of the Study and to
supportt applications for approval of the Study
Drug. More information on the balancing test is
available upon request. Sponsor may share
personal data with other companies within its
group, with its service providers, its contractors,
Agencies and with research institutions who will
use such personal data only for the purposes
described above. Sponsor may transfer personal
data to countries outside of European Economic
Area; such countries may not provide the same
level of data protection and may not stop
personal data from being shared with others.
Research ~ Personnel  requiring  further
information about the transfer of personal data
outside of the European Economic Area and the
safeguards used (including a copy of them) may
contact Sponsot's data protection officer at
privacy@cslbehring.com.

opravnénych zajmua spravce udaju v souladu
s clankem 6 (1) (f) GDPR, nebo pokud je
pfedani nezbytné z dulezitych duvodi vefejného
zajmu (v souladu s clankem 49 (1) GDPR).
Opravnénymi zajmy zadavatele je fadné
provadéni studie a podpora zadosti o schvaleni
hodnoceného  pfipravku. Dalsi informace
o balan¢nim testu jsou k dispozici na pozadani.
Zadavatel muze sdilet osobni udaje s jinymi
spole¢nostmi v ramci své skupiny, se svymi
poskytovateli sluzeb, svymi dodavateli, dGfady
a s vyzkumnymi institucemi, které budou tyto
osobni udaje pouzivat pouze k vyse popsanym
ucelim. Zadavatel mize predavat osobni udaje
do zemi mimo Evropsky hospodafsky prostor;
tyto zemé nemusi poskytovat stejnou uroven
ochrany udaju  anemusi zabranit sdileni
osobnich udaji s druhymi. Pracovnici vyzkumu,
ktefi pozaduji dalsi informace o pfedavani
osobnich udaji mimo Evropsky hospodafsky
prostor a pouzitych ochrannych opatfenich
(véetné jejich kopie), se mohou obratit na
povéfence pro ochranu osobnich udajua
zadavatele na adrese privacy@cslbehring.com.

Research Personnel have the right to request
information about personal data held by
Sponsor. Research Personnel also have the right
to request that any inaccuracies in such personal
data be corrected. Subject to applicable national
data protection laws, Research personnel may
have the right to: request the deletion of personal
data, request the restriction of processing of
personal data, and request that Sponsor transfer
personal data that to another party, and object to
the processing of personal data. All such
requests can be made to
ptivacy@cslbehring.com. Research Personnel
may contact the competent data protection
authority to complain about Sponsot's use of
personal data.

Pracovnici vyzkumu maji pravo pozadovat
informace o osobnich udajich, které jsou
v drzeni zadavatele. Pracovnici vyzkumu maji
také privo pozadovat opravu jakychkoli
nepfesnosti v takovych osobnich  udajich.
V souladu s platnymi vnitrostatnimi zakony
o ochrané udaji mohou mit pracovnici vyzkumu
pravo: pozadovat vymaz osobnich ddajd,
pozadovat omezen{ zpracovavani osobnich
udaju a pozadovat, aby zadavatel predal osobni
udaje jiné strané, avznést namitku Vvaci
zpracovavani osobnich udaji. Vsechny takové
zadosti lze podat na adresu
ptivacy@cslbehring.com. Pracovnici vyzkumu
se mohou obratit na kompetentni organ pro
ochranu udaju za ucelem stiznosti ohledné toho,
jak zadavatel osobni udaje pouziva.




Personal data will be kept for ten (10) years or
longer if required by applicable law for
maintaining the marketing authorization when
the Study Drug is approved.

Osobni tdaje budou uchovavany po dobu deseti
(10) let nebo déle, pokud to vyzaduji platné
zakony pro zachovani registrace, kdyz bude
hodnoceny pfipravek schvalen.

All terms and conditions of the
Agreement not expressly amended by this
Amendment shall remain in full force and effect.

Vsechny podminky smlouvy, které
nejsou timto dodatkem vyslovné pozménény,
zustanou plné platnymi a Gcinnymi.




IN WITNESS WHEREOF, Sponsor
and Institution have caused this Amendment to
be executed by their duly authorized
representatives as of the Validity Date.

NA DUKAZ CEHOZ zadavatel
a zdravotnické zafizeni podepsaly tento dodatek
k datu platnosti prostfednictvim svych fadné
zmocnénych zastupcu.

CSL BEHRING GmbH

By/ Podepsal/a:

Name/Jméno:

Title/Funkce:

Date/Datum:

PRINCIPAL INVESTIGTOR/HLAVNI

ZKOUSEJiCi

By/ Podepsal/a:

Name/Jméno: doc. MUDr. Milan Hromadka,
Ph.D.

Title/Funkce:
zkousejici

Principal Investigator/Hlavni

Date/Datum:

INSTITUTION"/ZDRAVOTNICKE
ZARIZENI

By/ Podepsal/a:

Name/Jméno:

Title/Funkce:

Date/Datum:




