LABORATORY INSTITUTION
AGREEMENT

ZMLUVAS LABOR/,\T(')RNYM
ZARIADENIM

This Laboratory Agreement for the
Laboratory Institution-related services and
costs of such services in a clinical trial
(“Agreement”) valid from the date of its
signing by all parties to the Agreement and
shall be effective on the day following the
day of its publication pursuant to Section
47a (1) of Act No. 40/1964 Coll., the Civil
Code, as amended, in the Central Register
of Contracts at www.crz.gov.sk (“Effective
Date”), by and between:

F. Hoffmann-La Roche Lid

Registered office: Grenzacherstrasse 124
4070 Basel, Switzerland

VAT No.: CHE-116.267.986 (“Sponsor™)

and

Slovenska  zdravotnicka  univerzita
v Bratislave, with registered office:
Limbova 12, 833 03 Bratislava, Slovak
Republic, workplace: Laboratory for Viral
Hepatitis (VH), Department of Virology,
Department of Microbiology, Faculty of
Medicine,

(“Laboratory Institution™)

(Sponsor and  Laboratory Institution
together as “Parties”, individually as
“Party™)

PPD Investigator Services LLC, Company
ID no.: 46-2919241, with its registered

address at 929  North Front St
Wilmington, NC 28401, USA “PPD",

shall mean that organization hired and duly
authorized by Sponsor to carry out certain

obligations of Sponsor in the conduct of

the clinical trial, including negotiating and

Tato zmluvu o poskytovani sluzieb
laboratorneho zariadenia a o nakladoch na
tieto sluzby v priebehu klinického skuisania
(dalej len ,Zmluva™), ktora nadobuda
platnost’ dhom jej podpisania vetkymi
zmluvnymi stranami a G¢innost’  diom
nasledujucim  po dni jej zvergjnenia
v zmysle § 47a ods. 1 zakona ¢. 40/1964
Zb. Obciansky zakonnik v zneni
neskorsich predpisov v centralnom registri
zmliv na www.crz.gov.sk (dalej len
~datum aéinnosti”, uzavreli nasledujiice
zmluvné strany:

F. Hoffmann-La Roche Lid
So sidlom na ad{ese: Grenzacherstrasse
124, 4070 Bazilej, Svajciarsko

o

DIC.:  CHE-116.267.986 (dalej len
Ladavatel™)

a

Slovenska zdravotnicka univerzita

v Bratislave, so sidlom na Limbova 12,
833 03 Bratislava, Slovenska republika,
pracovisko: Laboratorium pre virusové
hepatitidy (VH), Oddelenie virologie,
Ustav mikrobioldgie, Lekérska Fakulta
(dalej len ., Laboratorne zariadenie™)
(Zadavatel' a Laboratorne zariadenie dalej
spolo¢ne ako “zmluvné strany” samostatne
ako “zmluvna strana”™)

Spolo¢nost” PPD  Investigator Services
LLC, ICO: 46-2919241, so sidlom 929
North Front St, Wilmington, NC 28401,
USA (dalej len “PPD™) oznacuje
organizaciu, ktori Zadavatel' angazoval a
riadne splnomocnil na plnenie urcitych
zavizkov Zadavatela pri vykondvani
klinického sktSania vratane rokovania a
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signing this Agreement on behalf of | podpisania tejto  Zmluvy v mene
Sponsor. Zadévatela.

l. Services I Sluzby

1.1 The Laboratory Institution agrees | 1.1 Laboratdrne zariadenie sa zavizuje
to carry out laboratory services, related to a | poskytovat” laboratérne sluzby stvisiace s
clinical trial in accordance with Protocol | klinickym sk$anim v stilade s Protokolom

I he testing or diagnosis HBY DNA, HUV
RNA positivity and further presence of
nucleic acids in case of positive patient,

(“Services”) shall take place at the
Laboratory for Viral Hepatitis (VH),

Department of Virology, Department of
Microbiology, Faculty of Medicine, Slovak
University  of  Health  Sciences in
Bratislava, Limbova 12, 833 03 Bratislava,
Slovak Republic under the direction of

The Trial shall take place at the

OUnkologicky ustav sv.

Awzpety, s.r.o., registered  address:

Festovanie alebo diagnostika HBYV DINA,
HCV RNA pozitivity a d'alSia pritomnost’
nukleovych kyselin v pripade pozitivneho
pacienta. (d'alej ako “sluzby™) sa uskuto¢ni
na oddeleni Laboratoria pre virusové
hepatitidy  (VH), Oddelenie virologie,
Ustav mikrobiologie. Lekarska Fakulta,
Slovenska zdravotnicka univerzita,
Limbova 12, 833 03 Bratislava, Slovenska

- Skasanie sa bude vvkonavat

Onkologickéeho

L astava sv. Alzbety, s.r.o., so sidlom:
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Heydukova 10, 812 50 Bratislava, Slovak
Republic, Company 1D: 35 681 462, TAX
1D: 2020812343, VAT no:
SK2020812343, registered in Commercial
Register kept by District Court of
Bratislava . section Sro, [0184/B,

Ph.D. (“Principal Investigator™).

1.2 The Laboratory Institution agrees
to carry out the Services in accordance with
the Guideline for Good Clinical Practice
(GCP) of the International Conference on
Harmonisation  (ICH)  of  Technical
Requirements for the Registration of
Pharmaceuticals for Human Use and with
other  generally  accepted  applicable
Guidelines of the ICH or the Buropean
Community.

1.3

Laboratory Institution shall further
comply and shall require any of the persons
or entities performing Services on their
behalf to comply, with all applicable laws,
rules, regulations, and guidelines governing
the privacy of personal data and patient
health information, including  without
fimitation, the European Union General
Data Protection Regulation 2016/679.

1.4 Laboratory Institution shall follow the
instructions and oversight of the Principal
Investigator, and report performance of the
Services to Principal Investigator on a
regular basis.

Heydukova 10, 812 50 Bratislava,

Slovenska republika, ICO: 35681 462,
DIC: 2020812343, IC  DPH:
SK2020812343, zapisana v obchodnom
registri  vedenom  Okresnym  studom
Bratislava [, odd. Sro. vloZka ¢isio

LU U ag) 100 L FIAVIY Shudajues .

1.2 Laboratorne zariadenie sa zavdzuje
poskytovat' sluzby v stlade so smernicami
spravne] klinickej praxe (Good Clinical
Practice, GCP) v ramci odbornych
poziadaviek Medzinarodne] rady pre
harmonizaciu (International Conference on
Harmonisation, ICH) na  registraciu
farmaceutik na humanne pouzitie a v
stulade s dalsimi  vSeobecne platnymi
prislusnymi  smernicami  ICH  alebo
Eurdpskeho spolocenstva.

1.3 [aboratorne zariadenie bude dale]
dodrziavat’  vsetky  prislusné  zakony,
predpisy,  nariadenia a  usmernenia

upravujice ochranu osobnych ddajov a
informacii o zdravotnom stave pacientov
vratane najmd  vSeobecného nariadenia
Luropskej Gnie o ochrane tdajov 2016/679 a
ich dodrziavanie bude vyzadovat’ od kazdej
osoby alebo subjektu
poskytujlicej/poskytujiceho sluzby v mene
Laboratorneho zariadenia.

1.4 Laboratérne zariadenie sa bude riadit’
pokynmi a dohl'adom Hlavn¢ho

sktdajuceho abude pravidelne podaval’
spravy Hlavnému skiSajicemu o vykone
sluzieb.

2. Payment

2. Platba
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3. Term and termination
3.1 The term of this Agreement shall

become effective on the day following the
day when the Agreement was published in
the Central Register of Contracts, and will
continue until completion of the Services
or termination of the clinical trial
agreement between the Parties and related
to the Trial or termination by either party
in accordance with this Article.

3.2 This Agreement and the
performance of the Services hercunder
may be terminated by either Party upon the
~occurrence of one or more of the
following:

i The other Party becomes insolvent
or seeks protection, voluntarily or

involuntarily. under any
insolvency laws: or

bankruptey or

3. Platnost zmluvy a jej ukonéenie
3.1 Tato Zmluva nadobiada G¢innost

diom nasledujicim po dni jej zverejnenia
v Centralnom registri zmliv  bude G¢inna
az do dokon€enia poskytovania sluzieb
alebo do skoncenia platnosti zmluvy o

klinickom skGSani vztahujicej sa na
sktSanie  uzavrete] medzi zmluvnymi

stranami alebo do vypovedania zo strany
ktorejkol'vek zo zmluvnych stran v stlade
s tymto ¢lankom.

3.2 Tato Zmluvu  a  poskytovanie
sluzieb  podla  tejlo Zmluvy  moze
vypovedat' ktorakolvek zo zmluvnych

stran, ak sa naplni najmenej jedna z tychto
podmienok:

i Druha zmluvna strana sa dostane
do platobnej neschopnosti alebo poziada o
ochranu. ¢ uZz dobrovolne alebo

nedobrovolne, podla akéhokol'vek zakona
. 0 bankrote alebo platobnej neschopnosti;
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i The other Party is in default of any
provision of this Agreement and such
default has not been cured within ten (10)
days after notice thereof is given.

s}

3.3 In the event of termination,
pursuant to this section, the Laboratory
Institution will complete any and all
obligations undertaken, and shall cooperate
fully in the closure of any portion of
Services begun.

alebo

i Druha zmluvna strana porusila
ktorékolvek ustanovenie tejto Zmluvy a
toto poruSenie nebolo napravené do

desiatich (10) dni od doruéenia oznamenia
o tomto poruseni.

3.3 V pripade vypovedania Zmluvy
podla tohto odseku si  Laboratorne

zariadenie spini vsetky svoje zavizky a
bude plne spolupracovat pri uzatvoreni
ktorejkol'vek ¢asti zaCatych sluzieb.

4. Confidentiality  and  Intellectual

Property

During the course of the Trial, certain
confidential information and materials may
be provided to the laboratory Institution,
which may include without limitation,
biological samples., medical information
about patients, investigational drug to be
used in the Trial, and other information and
materials relating to the Trial.  This
information and materials, except that which
becomes public knowledge through means
other than the unauthorised exposure by

Laboratory  Institution,  constitute  the
property of PPD and/or Sponsor and
[Laboratory Institution will not use or
disclose such information and materials,
except for  compliance  with  legal
requirements  or  with  requirements
demanded by this Agreement or the

Protocol, during or after the term of the Trial
without prior written consent. Laboratory
Institution agrees that it will, upon
termination of this Agreement, at PPD or
Sponsor’s  request, destroy  or

confidential information and materials.

return

Laboratory Institution agrees that any data.
results, inventions, discoveries and other

4. Doévernost a duSevné vlastnictvo

Pocas skiSania mozu byt Laboratémemu
zariadeniu  poskytnuté  urcité  doverné
informacie a materialy, ku ktorym mozu
patrit’ najmd biologické vzorky, zdravotné
Gdaje o pacientoch, skiSany produkt, ktory
sa ma pouzit’ v skisani, a dalsie informacie
a materialy tykajice sa skuSania. Tieto
informacie, s vynimkou informacii, ktoré sa
stant verejne zname inym sposobom, ako je
ich neopravnené poskytnutic zo strany
Laboratérneho zariadenia, sd vlastnictvom
PPD a/alebo Zadéavatela a lLaboratorne
zariadenie nebude bez predchadzajiceho
pisomného suhlasu pouZzivat’ ani poskytovat’
tieto informacic a materidly, s vynimkou
dodrzania legislativnych poziadaviek alebo
poziadaviek podla tejto Zmluvy alebo
Protokolu, a to pocas skiisania alebo po jeho
skoncent. Laboratérne zariadenie sa
zavizuje, 7e po skonceni platnosti tejto
Zmluvy na ziadost” PPD alebo Zadavatela
znehodnoti  alebo  odovzdd  doverné
informacic a materialy.

Laboratorne zariadenie sthlasi s tym, Ze
vSetky adaje, vysledky, vynalezy, objavy a
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intellectual  property  developed  in
connection with the Trial or out of the use of
confidential  information or materials
(collectively, ~“Inventions™) shall belong to
the Sponsor. Laboratory Institution agrees
to transfer any Inventions made by
[L.aboratory Institution to Sponsor and to
assist Sponsor, at Sponsor’s expense, in
securing any patents on Inventions made by
Laboratory Institution.

in¢  dusevné vlastnictvo vzniknuté v
stvislosti so skusanim alebo z pouzitia
dovernych informacii alebo materidlov
(dalej spolo¢ne ako ,vynalezy™) patria
Zadavatelovi. Laboratorne zariadenie sa

zavdzuje previest akékolvek vynalezy
vynajdené Laboratornym zariadenim na
Zadavatela a pomahat Zadavatelovi

zabezpedit' na naklady Zadavatela vsetky
patenty na vynéalezy vynajdené
Laboratdrnym zariadenim.

5. Independent Contractors

In the activities in connection with the
Services, the Parties agree that they will act
as independent contractors, without the
capacity to legally bind each other.

Nezavisli dodavatelia

jvg}

Vo wveci Cinnostl, ktoré suvisia s
poskytovanim sluzieb, sa zmluvné strany
zavizuj, 7e budd konat' ako nezavisli
dodavatelia bez moznosti pravne zaviazat
druhtt zmluvnt stranu.

6. Insurance

Laboratory Institution shall, at its own
expense, carry and maintain adequate
professional medical liability insurance.

6. Poistenic

l.aboratorne zariadenie na svoje vlastné

naklady uzavrie a bude udrziavat’ v
platnosti  poistni zmluvu na  krytie

zodpovednosti za Skody pri vykonavani
zdravotnickej ¢innosti.

7. Audits and Inspections

Laboratory Institution agrees to maintain
complete and accurate records and
documentation of its work in connection
with the Trial.  Laboratory Institution
agrees to allow government agencies
(domestic and foreign), PPD. Sponsor, and
any representatives of these entities, to
audit  and/or  inspect the  records,
documentation and facilities where the
work is being done, at reasonable times
and upon reasonable notice. If a
government agency informs Laboratory
Institution that it intends to conduct an
inspection or audit relating to the Trial.
Laboratory Institution shall promptly
- notify PPD and shall, unless disallowed by

7. Audity a inSpekcie

Laboratorne zariadenic sa zavézuje viest
iplné a presné zaznamy a dokumentaciu o
svojej praci v savislosti so  skuSanim.
[Laboratorne  zariadenie sa  zavizuje
umoznit’ Statnym Gradom (vnitrostatnym a
zahraniénym), PPD, Zadavatelovi a
akymkol'vek zastupcom tychto subjektov
vykonavat’ audit a/alebo inSpekciu v
zaznamoch, dokumentacii a zariadeniach.
v ktorych sa praca vykonava, a to v
primeranom ¢ase a na zaklade primeraného
oznamenia. Ak Statny uarad  oznami
LLaboratérnemu zariadeniu, ze ma v Gmysle
vykonat' inspekciu alebo audit vztahujici
sa na skuSanie, Laboratdrne zariadenie to
bezodkladne oznami PPD a, ak to
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the government agency, permit PPD and/or
Sponsor to participate in (but not control)

nezakazuje Statny urad, umozni PPD
/alebo Zadavatelovi z(Castnit’ sa (ale nie

the audit or inspection and any riadit) na audite alebo inSpekcii a
communications with the government @ akejkol'vek komunikécii so  Statnym
agency. aradom.

. Debarment/Disqualification: 8. Zakaz/Vvylicenie:

LLaboratory Institution certifies that neither
it, nor any of its employees, agents or other
person under its direction or control in
performing Services in the Trial, have been
debarred, disqualified or banned from
conducting  Trials  or are  under
investigation by any regulatory authority
for debarment or any similar regulatory
action in any country. Laboratory
Institution will notify Sponsor immediately
if any such investigation, disqualification,
debarment, or ban occurs.

Laboratorne zariadenie potvrdzuje, Ze ani
Laboratérne zariadenie, ani ziaden jeho
zamestnanec, zastupca €i ina osoba, ktora
konda pod wvedenim alebo kontrolou
Laboratorneho zariadenia pri poskytovani
sluzieb v rameci skaSania, nema/nemajl
prekazku, vylacenie alebo zakaz vo vztahu
k  vykonavaniu  skdSania, ani  ich
nevysetruje ziaden regulacny darad pre
zakaz alebo podobné regula¢né konanie v

akejkol'vek krajine. Laboratorne
zariadenie  to  bezodkladne  oznami
Zadavatelovi, ak ddjde k takémuto

vySetrovaniu, diskvalifikovaniu, vyliceniu
alebo zakazu.

9, Warranties and Representations:

Laboratory Institution represents and
warrants that it has the full right and
authority to enter into this Agreement and
that Laboratory Institution has not entered
into any other agreement or arrangement

that is inconsistent with Laboratory
Institution's  obligations  under  this
Agreement. Laboratory Institution

represents and warrants that all Services
provided hereunder shall be performed in

accordance with established and
recognized clinical laboratory testing
procedures, in accordance with the

Protocol provided to Laboratory Institution
and in accordance with all applicable laws
and GCP.

9. Zaruky a vvhlasenia:

Laboratorne  zariadenie  vyhlasuje a
zarucuje, 7ze ma plné pravo a
splnomocnenie uzatvorit’ tito Zmluvu, a Ze
Laboratorne  zariadenie  neuzatvorilo
ziadnu in( zmluvu ani dohodu, ktora nie je
v sulade so zavizkami vyplyvajicimi pre
Laboratorne zariadenie z tejto Zmluvy.
Laboratorne  zariadenie  vyhlasuje a
zarucuje, ze vSetky sluzby poskytované
podla tejto Zmluvy sa bud( poskytovat’ v
silade so zavedenymi a uzndvanymi
postupmi klinickych laboratérnych testov,
v stlade s Protokolom poskytnutym
l.aboratornemu zariadeniu a v sulade so
vsetkymi prislusnymi zakonmi a GCP.

10. Miscellaneous
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10.1  This Agreement shall be binding
upon the Parties, their legal representatives,
successors and assignees; may not be
amended except by written instrument
signed by the Parties; and supersedes all
prior written and oral agreements and
representations between the Parties with
respect to the patient matter hereof.

10.2  All obligations contained herein as
to which performance is required after
termination shall survive termination.

10.3  This Agreement shall be governed
by and construed in accordance with the
laws of Slovak Republic. It is expressly
admitted between the Parties that all
litigation for the interpretation or execution
of the Agreement will be under the
exclusive jurisdiction of Slovak Republic.

10.4  The Laboratory Institution shall
have no right to assign its obligations
under this Agreement to any other party,
without the prior written consent of PPD.

10.5  Each Party to this Agreement shall
be responsible for its own negligence.
willful misconduct and other actions or
omissions. PPD shall have no obligations
or responsibilities associated with the
conduct of the Services provided by

Laboratory Institution and is only
responsible  for making payment to
Laboratory  Institution as  specified
hereunder.

10.1  Tato Zmluva je zavdzna pre
zmluvné strany, ich pravnych zéastupcov,
nastupcov a nadobudatelov; nemdZe sa
upravovat’ inak ako pisomne a podpisanim
zmluvnymi stranami; a nahradza vietky
predchadzajlce pisomné a ustne dohody a
vyhlasenia medzi zmluvnymi stranami.
ktoré sa tykaju zélezitosti pacienta, ako sa
uvadzajl.

10.2  Vsetky zavézky podla tejto Zmluvy,
ktorych plnenie sa vyzaduje aj po skonceni
platnosti Zmluvy, zostavaji v platnosti aj po
skonéeni platnosti tejto Zmluvy.

10.3  Tato Zmluva sa riadi a vyklada v
stilade so zakonmi Slovenskej republiky.
Zmluvné strany sa vyslovne dohodli na
tom, Ze vsetky spory tykajice sa vykladu
alebo plnenia Zmluvy spadaji vyhradne
pod jurisdikeiu Slovenskej republiky.

104 Laboratorne  zariadenie  nema
ziadne pravo postlpit svoje zavizky
vyplyvajice z tejto Zmluvy Ziadnej inej
strane bez predchadzajiceho pisomného
stihlasu PPD.

10.5  Kazda zmluvna strana v ramci tejto
Zmluvy nesie zodpovednost za vlastni
nedbanlivost, vedomé pochybenie a iné
konania alebo nekonania. PPD nema
ziadne povinnosti  ani  zodpovednost’
spojent s vykonavaném sluzieb
poskytovanych Laboratornou institiciou
aje zodpovedna len za uskutocnovanie
platby Laboratornej inStittcii, ako je
uvedené v tejto Zmluve.




For Sponsor: PPD Investigator Services LLC acting on behalf of Sponsor /
Za Zadavatel’a: PPD Investigator Services LLC konajiica v mene Zadavatela

Name:/ Meno:

Title: / Funkcia:

Date: / Datum:

Signature: / Podpis:

For the Laboratory Institution: Slovenska zdravotnicka univerzita v Bratislave /
Za Laboratorne zariadenie: Slovenska zdravotnicka univerzita v Bratislave

Name: / Meno:

Title: / Funkcia;

Date: / Datum:

Signature: / Podpis: -



Appendix no. I — Services and Payments / Priloha €. 1 — SluZzby a platby




