AMENDMENT 2 TO CLINICAL TRIAL
AGREEMENT

This Amendment 2 to Clinical Trial Agreement
(“Amendment”) is between IQVIA RDS Czech
Republic, s.r.o., with its seat at Pernerova
691/42, 186 00 Pague 8 - Karlin, Czech
Republic (“IQVIA”), Fakultni nemocnice
Brno, having a place of business at Jihlavska
20, 625 00 Brno, Czech Republic, Identification
number: 65269705, Tax identification number:
cz65269705, represented by [ GczczNENEN:N
director (the “Institution”), Astra Zeneca AB,
having a place of business at 151 85

Sodertalje, Sweden, SE-151 85 (the “Sponsor”
and/or “Astra Zeneca”) and ﬂ
an employee of Institution, Address:
ﬂ (the ,Investigator*) and is

concluded as of the last signature date below.

WITNESSETH:

WHEREAS, IQVIA, Institution, Sponsor and
Investigator are parties to an agreement
entitled Contract on Clinical Trial for Protocol
“An Open Label, Single Arm, Multicentre Study
to Assess the Clinical Effectiveness and Safety
of Lynparza (Olaparib) Capsules Maintenance
Monotherapy in Platinum Sensitive Relapsed
somatic or germline BRCA Mutated Ovarian
Cancer Patients who are in Complete or Partial
Response  Following Platinum based
Chemotherapy (ORZORA)” effective as of
June 10, 2016 and amended on January 14,
2019 (the “Agreement”);

WHEREAS, in order to implement the
Regulation EU 2016/679 on the protection of
natural persons with regard to the processing
of personal data and on the free movement of
such data as implemented from 25 May 2018,
the parties desire to amend the Agreement.

NOW THEREFORE, in consideration of the
mutual promises and covenants set forth
herein, and other good and valuable
consideration, the receipt and sufficiency of
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DODATEK €. 2 KE SMLOUVE O
KLINICKEM HODNOCENI

Tento dodatek ¢. 2 ke smlouvé o klinickém
hodnoceni (dale jako ,dodatek“) mezi IQVIA
RDS Czech Republic, s.r.o., se sidlem
Pernerova 691/42, 186 00 Praha 8 — Karlin,
Ceska republika (dale jen ,spoleénost IQVIA®),
Fakultni nemocnice Brno, se sidlem

Jihlavska 20, Brno, PSC 625 00, Ceska
Identifikaéni

65269705,
Dariové identifikaéni CZ65269705,
zastoupena , feditelem
(dale jen ,zdravotnické zafizeni“), spolec¢nosti
Astra Zeneca AB, se sidlem 151 85
Sodertélje, Svédsko, SE-151 85 dale jen

¢islo:
¢islo:

republika,

,zadavatel* a/nebo ,Astra Zeneca“) a
, zameéstnanec
zdravotnického zafizeni, Adresa:

(,hlavni zkouSejici*) se
uzavira k datu posledniho podpisu nize.

TIMTO SE STVRZUJE:

ZATIMCO spole¢nost IQVIA a zdravotnické
zafizeni, zadavatel a hlavni zkouSejici, jsou
smluvnimi stranami dohody nazvané smlouva
o klinickém hodnoceni k protokolu ,Oteviené,
jednoramenné, multicentrické klinické
hodnoceni posuzujici Klinickou u&innost a
bezpe€nost tobolek Lynparza (Olaparib) pfi
udrzovaci monoterapii pacientek s
karcinomem vajeCniku se somatickou nebo
zérodeCnou mutaci BRCA citlivym na [éCbu
platinou, u nichz doslo k relapsu a které uplné
nebo Céaste€né odpovidaji na chemoterapii
zalozenou na platiné (ORZORA)“ ucinné od
10. Cervna 2016 a s dodatkem k datu 14. ledna
2019 (dale jako ,dohoda®);

ZATIMCO za Ggelem realizace nafizeni EU &.
2016/679 o ochrané fyzickych osob v
souvislosti se zpracovanim osobnich Udajt a o
volném pohybu téchto Udaju ze dne 25. kvétna
2018 strany chté&ji zménit dohodu.

NYNIi S OHLEDEM NA SHORA UVEDENE, se
zietelem na vzajemné sliby a umluvy zde
obsazené a dalS$i nalezitd a hodnotna
protiplnéni, jejichz pfijeti a dostateCnost se
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which is hereby acknowledged, the parties
hereby agree to amend the Agreement as
follows:

1. The Agreement shall be amended as
follows:
1.1 Definitions of “Personal Data” and

“Dual Capacity” shall be deleted entirely

1.2 The following definitions shall be
added to the Agreement:

Controller: means the natural or legal person,
public authority, agency or other body which,
alone or jointly with others, determines the
purposes and means of the processing of
personal data.

Personal data: means any information relating
to an identified or identifiable natural person
(‘Data Subject’); an identifiable natural person
is one who can be identified, directly or
indirectly, in particular by reference to an
identifier such as a name, an identification
number, location data, an online identifier or to
one or more factors specific to the physical,
physiological, genetic, mental, economic,
cultural or social identity of that natural person.

Personal Data Breach: means a breach of
security leading to the accidental or unlawful
destruction, loss, alteration, unauthorised
disclosure of, or access to, personal data
transmitted, stored or otherwise processed.

Applicable Law: means all applicable
international, national, regional and local laws,
rules, regulations and guidance including
without limitation regulatory authority rules and
regulations, decisions and industry codes
(including any modification or re-enactment
thereto) applicable to the Study and the
activities or interactions under the CTA,
including Good Clinical Practice, and all
generally accepted standards of good
laboratory practice, good clinical practice and
good medical practice.

1.3 Section 6 Personal Data shall be
deleted entirely and replaced with the following
section 6 Personal Data:
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timto uznava, se strany timto dohodly upravit
smlouvu nasledovné:

1. Dohoda se méni takto:

1.1 Vymezeni pojmu ,Osobni Udaje“ a
,Dualni kapacita“ se zcela vymaze

1.2 Do dohody se doplni tyto pojmy:

Spravce udajl: rozumi se jim fyzicka nebo
pravnicka osoba, organ vefejné moci, ufad
nebo jiny subjekt, ktery sam nebo spole¢né
s jinymi urCuje ucely a prostiedky zpracovani
osobnich udaju.

Osobni__udaje: rozumi se jimi veSkeré
informace tykajici se identifikované nebo
identifikovatelné fyzické osoby (dale ,Subjekt
Gdaju”). Identifikovatelnou fyzickou osobou je
fyzicka osoba, kterou Ize pfimo & nepfimo
identifikovat, zejména odkazem na urcity
identifikator, napfiklad jméno, identifikaéni
Cislo, lokaéni udaje, sitovy identifikator nebo
na jeden ¢&i vice zvlastnich prvkl fyzické,
fyziologické, geneticke, psychickeé,
ekonomické, kulturni nebo spoleenské
identity této fyzické osoby.

PoruSeni ochrany osobnich udaji: rozumi se
jim poruSeni zabezpeleni, které vede
k nahodnému nebo protipravnimu zniceni,

ztraté, zméné nebo  neopravnénému
poskytnuti nebo zpfistupnéni prenasenych,
ulozenych nebo jinak zpracovavanych

osobnich udaja.

Platné pravni pfedpisy: rozumi se jimi veSkeré
platné mezinarodni, néarodni, regiondlni a
mistni zakony, pravidla, pfedpisy a pokyny,
mimo jiné v€etné pravidel a predpis
regulaénich organu, rozhodnuti a provadécich
predpisu (v&etné jejich pFfipadnych zmén nebo
obnoveni) platnych pro studii a ¢innosti nebo
interakci podle CTA, vCetné spravné klinické
praxe a vSech obecn& uznavanych norem
spravné laboratorni praxe, spravné klinické
praxe a spravné lékarské praxe.

1.3 Oddil 6 Osobni udaje musi byt zcela
vymazan a nahrazen nasledujicim oddilem 6
Osobni data:
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6. PERSONAL DATA

6.1 Investigator Personal Data

Both prior to and during the course of the
Study, the Investigator may be called upon to
provide Personal Data. This data falls within
the scope of the law and regulations relating to
the protection of personal data and may be
used by IQVIA, Sponsor, and their affiliates in
compliance with Applicable Law, including as
set forth below and for the length of time
reasonably necessary for the purposes below.

Investigator’'s personal data may include
names, contact information, work experience
and professional qualifications, publications,
resumes, educational background and
information related to financial disclosures or
other potential conflict of interest, and
payments made to Payee(s) under this
Agreement for the following purposes:

0] the conduct of clinical trials and/or
statistical analysis;

(i) verification by governmental or
regulatory agencies, the Sponsor, IQVIA, and
their agents and affiliates;

(i) compliance with legal and regulatory
requirements;

(iv) publication on www.clinicaltrials.gov and
websites and databases that serve a
comparable purpose;

(V) storage in databases to facilitate
the selection of investigators for future clinical
trials or other businesses; and

(vi) anti-corruption compliance.
Investigator's  personal data may be
transferred to  countries  outside  of

Investigator’s country, which may not provide
the same level of protection as is applicable in
Investigator’s country. In such event, IQVIA or
Sponsor, as applicable, will make sure that
appropriate safeguards are secured in
advance of any transfer in accordance with
IQVIA’s or Sponsor’s, as applicable, legal
obligations to ensure the protection of
Investigator’s personal data according to the
data protection laws and regulations applicable
in Investigator’s country.
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6.  OSOBNIUDAJE

6.1 Osobni udaje zkousejiciho

Pfed zahajenim studie i v jejim prabéhu muze
byt zkouSejici pozadan o poskytnuti svych
osobnich udaju. Na takové osobni udaje se
vztahuji pravni pfedpisy a nafizeni upravujici

ochranu osobnich 4daji amohou byt
spoleCnosti  IQVIA, zadavatelem a jejich
pfidruzenymi subjekty pouzivany v souladu
s platnymi pravnimi pfedpisy, ato vnize

uvedeném rozsahu a po dobu nezbytné nutnou
pro niz uvedené ucely.

V pfipadé zkouSejiciho mohou takové osobni
Udaje zahrnovat jméno, kontaktni udaje,
pracovni zkuSenosti a odbornou kvalifikaci,
publikace, zZivotopisy, dosazené vzdélani
a informace tykajici se finan¢nich vztahd nebo
mozného konfliktu zajmda, jakoz iudaje
o platbach uskute¢fiovanych pfijemci platby
podle této smlouvy pro tyto ucely:

0) provadéni klinickych hodnoceni
a/nebo statistickych analyz,
(ii) ovérovani statnimi nebo

kontrolnimi ufady, zadavatelem, spolenosti
IQVIA ajejich zastupci a pfidruzenymi
subjekty,

(iii) dodrzovani pozadavkd pravnich predpisl
a pozadavku kontrolnich ufadu,

(iv) publikovani na webu_www.clinicaltrials.gov
ana webech avdatabazich, které slouzi
obdobnému ucelu,

(V) ukladani do databazi pro snazsi
vybér zkouSejicich pro budouci klinicka
hodnoceni nebo jiné obchodni zdméry a

(vi) dodrzovani predpisu
zakazujicich korupéni jednani.
Osobni udaje zkou$ejiciho mohou byt

pfedavany do zemi mimo zemi, vniz ma
zkousejici bydlisté, které nemuseji poskytovat
stejnou droven ochrany, jaka plati v zemi
zkousejiciho. V takovém pfipadé spolecnost
IQVIA nebo pfipadné zadavatel zajisti, aby
byly vsouladu se z&konnymi povinnostmi
spole€nosti IQVIA nebo zadavatele pfed
kazdym takovym pfedanim ziskany pfislusné
zaruky, které zajisti ochranu osobnich udajl
zkouSejiciho  podle  zakonl  a predpisl
0 ochrané udajl platnych v zemi zkouSejiciho.
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6.2 Study Subject
Personal Data

and Study Staff

The Parties and Sponsor agree to adhere to
the principles of medical confidentiality in
relation to Study Subjects involved in the Study
and to comply at all times with their respective
obligations under all data protection applicable
laws in relation to this Agreement and the
protection of the Personal Data of Study
Subjects and Study Staff, where the Sponsor,
the Institution and the Investigator shall act as
Data Controllers with regard to the processing
and protection of this Personal Data each of
them undertakes.

Both the Sponsor and the Parties shall
maintain appropriate technical and
organizational security measures to protect the
Study Subjects’ and the Study Staff’'s Personal
Data they process in relation to this
Agreement.

Names of Study Staff may be processed in
IQVIA’ study contacts database for study-
related purposes only.

6.3 Data Controller

The Sponsor, the Institution and the
Investigator shall be the data controllers for
such Personal Data except that, if IQVIA deals
with any Personal Data under this Agreement
in the manner of a data controller, IQVIA shall
be the data controller of such Personal Data to
the extent of such dealings.

IQVIA may process Personal Data, as defined
in the applicable data protection legislation
enacted under the same or equivalent/similar
national legislation  (collectively  "Data
Protection Legislation"), of the Investigator and
Study Staff for study-related purposes and all
such processing will be carried out in

accordance with the Data Protection
Legislation.
6.4 Processing

Each Party shall be responsible for its own
processing of Personal Data and IQVIA shall
ensure that any Personal Data relating to a
Study Subject, Investigator and/or Study Staff,
is collected, stored, used, disclosed and
transferred in accordance with all applicable
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6.2 Osobni studie

a studijniho tymu

Udaje _ subjekt

Smluvni strany a zadavatel se zavazuji, ze
budou ve vztahu k subjektim studie dodrzovat
zasady duvérnosti lékarskych informaci a ze
budou vzdy dodrzovat pfislusné zavazky
z platnych  pravnich  predpisi o ochrané
osobnich Udaju vztahujicich se na tuto
smlouvu ave vSech pfipadech, kdy budou
zadavatel, zdravotnické zafizeni a zkouS$ejici
ve vztahu ke zpracovavani a ochrané osobnich
Udaju subjektl studie a studijniho tymu spravci
Gdaju, budou zajiStovat ochranu téchto
osobnich udaju.

Na ochranu osobnich udaji subjektd studie
a studijniho tymu zpracovavanych podle této
smlouvy budou zadavatel a smluvni strany
pouzivat vhodna technicka a organizaCni
bezpec€nostni opatfeni.

Jména ¢lend studijniho tymu mohou byt
zpracovana v databazich vedenych
spoleCnosti IQVIA pro uc€ely studijnich
kontaktl, ato vyluéné pro Ucely souvisejici
s klinickymi studiemi.

6.3 Spravce udaju

Spravci téchto osobnich udaju  budou
zadavatel, zdravotnické zafizeni a zkouSejici.
Bude-li v8ak s osobnimi (daji podle této
smlouvy nakladat jako spravce udaju

spole€nost IQVIA, bude vrozsahu, v jakém
s nimi bude nakladat, spravcem udajli ona.

Osobni udaje zkousejiciho a studijniho tymu
podle definice v platnych pravnich pfedpisech
o0 ochrané osobnich adaju pfijatych v ramci
stejnych nebo shodnych/obdobnych
vnitrostatnich  pravnich  pfedpis  (dale
spole¢né ,pravni pfedpisy o ochrané osobnich
udaji“) je spole¢nost IQVIA opravnéna
zpracovavat pouze pro Ucely souvisejici se
studii, pficemz jejich zpracovani bude vzdy
provadéno vsouladu s pravnimi predpisy
0 ochrané osobnich udajd.

6.4 Zpracovani udaju

Kazda smluvni strana odpovida za své vilastni
zpracovani osobnich udaji a spole¢nost IQVIA
zajisti, aby osobni Udaje tykajici se subjektl
studie, zkouSejiciho nebo studijniho tymu byly
shromazdovany, uchovavany, pouzivany,
sdélovany a predavany v souladu se vSemi
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supranational and national privacy laws and
with the informed consents that are or will be
obtained from Study Subjects.

The Institution shall appoint a person that shall
act as a primary point of contact and shall
respond to all Data Subjects’ rights exercised
by the Study Subjects and/or the Study Staff in
respect to the processing of their Personal
Data in relation to this Agreement (‘Data
Subject’'s Request’). The Institution and/or
Investigator shall inform the Sponsor and/or
IQVIA and request its assistance in responding
to a Data Subject’'s Request only to the extent
the Institution or Investigator is unable to
manage and respond to the Data Subject’s
Request without information which could only
be provided by the Sponsor and/or IQVIA. To
the extent, the Sponsor and/or IQVIA needs to
provide information to the Institution or
Investigator, the Institution or Investigator shall
inform the Sponsor and/or IQVIA within five (5)
days upon receiving the Data Subject’s
Request. Under such circumstances, the
Sponsor and/or IQVIA shall cooperate with the
Institution or Investigator and shall provide the
Institution or Investigator with, subject to
applicable laws, the requested information and
undertake any reasonable actions to enable
the Institution or Investigator to respond to the
Data Subject’s Request. The Institution and/or
Investigator shall, upon the reasonable request
by Sponsor and/or IQVIA, provide Sponsor
and/or IQVIA with any information, undertake
any actions or provide assistance to the
Sponsor and/or IQVIA as may be required by
the Sponsor and/or IQVIA to respond to a Data
Subject’'s Request.

6.5. If a Personal Data Breach occurs in
relation to any Study Subjects’ or Study Staff’s
Personal Data processed in relation to this
Agreement and it is likely that such breach
poses a risk to an individual’s rights and
freedoms (a “Reportable Breach”), the
Institution or Investigator must notify the
relevant supervisory authority without undue
delay and at the latest within 72 hours after
having become aware of such breach. If such
Reportable Breach poses a high risk to the
affected individuals, then the Institution or
Investigator shall also inform them, unless the
Institution or Investigator has put in place
effective  technical and  organisational
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platnymi mezinarodnimi a vnitrostatnimi
pravnimi pfedpisy o ochrané osobnich udaju
a v souladu s informovanymi souhlasy
ziskanymi od subjekt( studie.

Zdravotnické zafizeni povéri osobu, ktera bude
jednat jako hlavni kontakini osoba a bude
odpovidat na pozadavky subjektd udaja pfi
uplatiovani prav subjektdl studie nebo
studijniho tymu ohledné& zpracovavani jejich
osobnich Udaju v souvislosti s touto smlouvou

(dale ~pozadavek subjektu adaju”).
Zdravotnickeé zafizeni a/nebo zkouSejici budou
zadavatele  a/nebo  spoleCnost  IQVIA
informovat a pozadaji je o soucinnost pfi

vyfizovani pozadavku subjektu udaji pouze
v pfipadé, Ze nebudou schopni takovy
pozadavek vyfidit sami bez informaci, které
mulze poskytnout pouze zadavatel a/nebo
spole€nost IQVIA. Pokud bude zadavatel
a/nebo spole¢nost IQVIA muset
zdravotnickému zafizeni nebo zkouS$ejicimu
sdélit néjaké informace, pozada je
zdravotnické zafizeni nebo zkousejici o takové
informace do péti (5)dnd od obdrzeni
pozadavku subjektu udaju. V takovych
pfipadech  poskytnou zadavatel a/nebo
spole€nost IQVIA zdravotnickému zafizeni
nebo zkouSejicimu soucinnost a v souladu
s platnymi  pravnimi pFedpisy jim sdéli
pozadované informace aucini pfipadné
pfiméfené kroky, aby zdravotnické zafizeni
nebo zkousejici mohli pozadavek subjektu
Udaji vyridit. Zdravotnické zafizeni a/nebo
zkousejici  poskytnou zadavateli a/nebo
spole¢nosti IQVIA na jejich pfiméfenou zadost
informace, ucini pfipadné kroky nebo jim
poskytnou soudinnost, oniz je zadavatel
a/nebo spole€nost IQVIA poZadaji, aby mohli
vyfidit poZzadavek subjektu udaju.

6.5. Dojde-li v souvislosti s osobnimi udaji

subjektdl  studie nebo studijniho tymu
zpracovavanych na zakladé této smlouvy
k poruSeni zabezpeleni osobnich (dajl

a bude-li pravdépodobné, Ze takové poruseni
predstavuje riziko pro prava asvobody
jednotlivce  (dale ,poruseni podléhajici
hladeni“), budou zdravotnické zafizeni nebo
zkousejici povinni neprodlené, nejpozdéji viak
do 72 hodin poté, co se o poruseni dozvédi,
informovat pfisludny dohledovy organ. Pokud
takové poruseni podléhajici hlaseni
pfedstavuje pro dotéené osoby vysokeé riziko,
budou zdravotnické zafizeni nebo zkousSejici
povinni informovat takeé je, ledaze zdravotnické
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protection measures that ensure that the risk is
no longer likely to materialise. The Institution
or Investigator shall notify the Sponsor and/or
IQVIA of any Reportable Breach no later than
24 hours after having become aware of such
Reportable Breach.

6.6. Both the Parties and Sponsor shall
indemnify, defend, and hold each other
harmless from and against any and all
liabilities, claims, losses, suits, judgments, and
reasonable legal fees arising from any breach,
negligent act, error or omission of relevant data
protection obligations under this Agreement by
the other Party, the Sponsor, its staff or
subcontractors.

6.7 Survival
This Section 6 “Personal Data” shall survive
termination or expiration of this Agreement.

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

IN WITNESS WHEREOF, this Amendment
has been executed by the parties hereto
through their duly authorized officers on the
date(s) set forth below.

zafizeni nebo zkou$ejici pfijmou ucinna
technickda a organizaéni ochranna opatfeni,
ktera  zajisti, Ze se takové riziko
pravdépodobné jiz nenaplni. Zadavatele
a/nebo spole¢nost IQVIA budou zdravotnické
zafizeni nebo zkousSejici informovat o poruseni
podléhajicimu hlaseni nejpozdéji do 24 hodin
poté, co se o ném dozvedi.

6.6. Smluvni strany a zadavatel se zavazuiji, ze
jedna druhou odskodni, bude ji hajit a zbavi ji
odpovédnosti v pfipadé vesSkerych zavazka,
narokd, ztrat, soudnich Zalob, rozsudki
a pfiméfenych vyloh na pravni zastoupeni
vzniklych  z poruseni pfisluSnych zavazku
ochrany osobnich udaju z této smlouvy druhou

smluvni stranou, zadavatelem, jeho
zaméstnanci nebo jeho subdodavateli nebo
jejich  nedbalym jednanim, chybou i
opomenutim.

6.7 Salvatorska klauzule

Ustanoveni oddilu 6 ,Osobni Gdaje” zUstavaji
v platnosti i po ukonéeni nebo skonceni
platnosti smlouvy.

Veskeré podminky smlouvy, jez tento dodatek
vyslovné neupravuje, zUstavaji plné platné a
ucinné.

NA DUKAZ CEHOZ smluvni strany uzaviely
tento  dodatek  prostfednictvim  svych
opravnénych zastupct k datu uvedenému nize
/ k datim uvedenym nize.

ACKNOWLEDGED AND AGREED BY IQVIA RDS Czech Republic, s.r.o. / BERE NA VEDOMI
A SOUHLASI IQVIA RDS Czech Republic, s.r.o.:

By / Podpis:

Name / Jméno:

Title / Funkce:

Date / Datum:

ACKNOWLEDGED AND AGREED BY ASTRA ZENECA AB / BERE NA VEDOMi A SOUHLASI

ASTRA ZENECA AB:
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By / Podpis:

Date / Datum:

ACKNOWLEDGED AND AGREED BY FAKULTNi NEMOCNICE BRNO / BERE NA VEDOMi A
SOUHLASI FAKULTNi NEMOCNICE BRNO:

By / Podpis:
Name / Jméno: IENEGIGIGzNG

Title / Funkce: Director / feditel

Date / Datum:

ACKNOWLEDGED AND AGREED BY | /' BERE NA VEDOMIi A SOUHLASI

By / Podpis:

Name / Jmeno: [N

Title / Funkce: Principal Investigator / hlavni zkouSejici

Date / Datum:
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