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Referra!
Service Agreement

for Clinical Trial
cBc201g-1

Zmluva o sprostredkovanf
kontaktov

pre klinick6 skriSanie
cBc2018-1

hereinafter referred to as the "Agreement" d'alej oznadovand ako "Zmluva"
concluded by and between upravuje vztah medzi

SanaClis, s.r.o., a contract research
organization (hereinafter referred as "CRO"),
having its registered place of business at Stare
Grunty 130, 84L 04 Bratislava, Slovak Republic.

SanaClis s.r.o.7 zmluvnd vfskumnd
organizScia, so sidlom na Sta16 Grunty 130,
84L 04 Bratislava, Slovenskd republika (d'alej
len ,,CRO")

and a

National Institute of Tuberculosis and
Respiratory Diseases

N5rodn'i 6stav tuberkul6zy, p!,6cnych
chor6b a hrudnikovei chirurqie

(hereinafter referred to as "Referral Site") (d'alej len,,Referui6ce centrum")

(CRO and Referral Site hereinafter jointly
referred to as "Patties")

(CRO a Referujfce centrum spolu d'alej len
ako "Strany")

1. Subject of the Agreement 1. Predmet Zmluvy

1.1 This Agreement shall govern the
performance of identification and referra! of
patients with diagnosis non-squamous non-small
cell lung cancer stage IV in accordance with basic
trial inclusion and exclusion criteria,
communication to patients the possibility to
participate in the trial and to provide contact
details of Investigators participating in the trial
("Services") directed by:

1.1 T6to zmluva zakotvuje sprostredkovanie
kontaktov pacientov s diagn6zou
neskvam6zny nemalobukovf karcin6m pl'0c
v Stddiu IV v sflade so zdkladnf mi inkl0znymi
a exkl6znymi krit6riami klinick6ho sk(5ania a
sprostredkovanie kontaktu na skriSajficich
v klinickom skf5ani ("Sluiby') vedenom:

1. Jozef Chovanec, MD at St. Jacob's Hospital
and Polyclinic, tr.o., St. Jacobs's street 21, 085
01 Bardejov

1 . M U Dr. Jozefom Chova ncom ("Sk65aj 6ci
1") v Nemocnici s poliklinikou Sv. Jakuba,
n.o., U!. Sv. Jakuba 21, 085 01 Bardeiov

2. Gabriela Hermanova, MD, MPH ("Investigator
2") at Hospital and Polyclinic of Stefan Kukura
Michalovce, d.s., Spitalska street Z, 07L 01
M icha lovce

2. MUDr. Gabrielou Hermanovou, MpH
("Sk65ajfici 2*) v Nemocnici s poliklinikou
Stefana Kukuru Michalovce, a.s., Ul. Spitdlska
2,071 01 Michalovce

3. doc. Igor Andrasino, MD ("Investigator 3,,) at
Eastern Slovak Oncology Institute, Rastislavova
street 43, O47 91 Kosice

3. doc. M U D r. Igorom And ra5inom
("Skri5ajfci 3*) vo Vfchodoslovenskom
onkologickom Istave, d.s., Rastislavova 43,
O4L 9L Ko5ice

4. Jaroslava Leskova, MD ("Investigator 4") at
Faculty Hospital and Polyclinic of l.A. Reiman
Presov, Holleho street 14, 081 81 Presov

4. MUDr. Jaroslavou Le5kovou ("Sk65ajfci
4") vo Fakultnej nemocnici s poliklinikou J.A.
Reimana PreSov, Holl6ho 14, 081 81 preSov

5. Alexandra Szabova, MD ("Investigator 5") at
Hospital "Nemocnica na okraji mesta", h.o., Nova
nemocnica street 511, 958 01 Partizanske

5. MUDr. Alexandrou Szabovou ("Skf5ajfici
5") v Nemocnici na okraji mesta, tr.o., Novd
nemocnica 511, 958 01 Partizdnske

6. Olga Rosinska, MD ("Investigator 6*) at
Hospital Komarno s.r.o., Medercska street 39,945
05 Komarno

6. MUDr. Ol'gou Rosinskou ("Sk05ajrici 6") v
Nemocnici Komdrno s.r.o., Mederdsk6 39, 945
05 Komdrno

SanaClis SF-C-CTA/SK/Agreement for outsourced parties for the site, V.7, Date 09 August 2019;
Adapted for CBC2018-1, V.7 on 09Jan2020; adapted for SK Referrat Site on l2MayZO2O

Page 1 of 11

Cisto



7. Dagmar Sudekova, MD ("Investigator 7") at
Faculty Hospital and Polyclinic Zilina, Voltecha
Spanyola street 43, 0L2 07 Ztlina

7, MUDr. Dagmar Sudekovou ("Skri5aj(ci
7") vo Fakultnej nemocnici s poliklinlkou
4!Ja, Ut. Vojtecha Spanyola 43, OLZ Ol Zilina

B. Michal Urda, MD ("fnvestigator 8") at Faculty
Hospital and Polyclinic of F.D. Roosevelt Banska
Bystrica, L. Svobodu Sq. L, 975 17 Banska
Bystrica

B. MUDr. Michalom Urdom ("Sk05ajfci 8")
vo Fakultnej nemocnici s poliklinikou
F.D.Roosevelta Bansk6 Bystrica, Ndmestie L.
Svobodu L, 975 17 Banskd Bystrica

(Investigator L, Investigator 2, Investigator 3,
Investigator 4, Investigator 5, Investigator 6,
Investigator 7 and Investigator 8 as
" Investigators") .

(Skf Sajrici L, SkrlSajrici 2, Sk05ajrici 3,
Sk05aj(ci 4, Sk(Sajrici 5, SkriSajfci G,
SkiSaj0ci 7 a Skri5aj6ci 8 spolu d'alej len ako
"Sk65ai6ci").

Hereby, CRO commissions the Referral site with
the performance of the abovementioned Services
which shall be performed at the National Institute
of Tuberculosis and Respiratory Diseases, OSg 84
Vvsne Hagv.

CRO tfmto poveruje vykonat' vy55ie uveden6
sluZby v prevddzke N6rodn6ho 0stavu
tuberkul6zy, pl'0cnych chor6b a hrudnikovej
chirurgie, 059 84 Vy5n6 Hdgy.

1.2 The Services shall be conducted by Referral
site in accordance with the conditions set forth in
the work plan attached hereto as Appendix 1 (the
"Work Plan"). The Parties may update and
amend the Work Plan from time to time by mutua!
written agreement.

1.2 SluZby budri vykondvan6 zamestnancami
referuj6ceho centra v s0lade s podmienkami
predloZenfmi v pl6ne pr6ce, ktoryi tvori
Prflohu 1. (,,Pl5n pr5ce"). Strany m6Zu
aktualizovat' a upravovaf PlSn prdce priebeZne
na zdklade vzdjomn6ho pisomn6ho s[hlasu.

1.3 The rendering of Services shall begin
immediately after execution of this Agreement
and shall cease upon receipt and written approval
of all results of rendered Services as specified in
Article 1.1. ('tResults") by CRO pursuant to
Article 2. below.

1.3 Poskytovanie sluZieb zaEne okamZite po
podpisanf tejto zmluvy a skonEi sa na zdklade
potvrdenia a pisomn6ho srihlasu CRO, podl'a
Odstavcd 2., po obdrlani vSetkfch vfsledkov
poskytnutfch SluZieb, ako je uveden6
v Odstavci 1.1 ("V'isledky").

2. Obligations 2. Povinnosti

2.L Referral Site shall provide to patient
minima! necessary information about the Tria!
and contact details of the Investigators. Referral
Site shall provide to the Investigators information
about a potential in accordance with the
conditions and timelines set forth under this
Agreement including the Work plan attached
hereto as Appendix 1. Upon written request of
Investigator or CRO, Referent Doctor shall make
any reasonable modifications in Services and/or
Results within one (1) week after receipt of
Investigator's or CRO's written request.

2.L Povereni zamestnanci referujriceho
centra poskytn0 pacientovi minimdlne nutn6
z6kladn6 informdcie o skri5ani a sprostredkuje
kontakty na prisluSn6 centrS. SkriSajrlcim
poskytne informdcie o potenci6lne vhodnom
pacientovi, a to v srilade s podmienkami a
dasovf m ha rmonog ra mom uvedenlim i v
Zmluve, rovnako ako aj v PlSne pr6ce, ktorf
je sfrdast'ou Zmluvy ako Prfloha 1. Na zdklade
pisomnej poZiadavky Sk0Sajriceho, atebo
CRO, ReferenEnyi lekdr doplni inform6cie o
pacientovi v lehote do (1) jedn6ho ti,Ldha po
obdrZani pfsomnej poZiadavky od
Sk[Sajfceho, alebo CRO.

3 Payment of Fees/Remuneration 3. Platobn6 podmienky

3.1 Financial reimbursement of Referral Site
for the Services rendered within the scope of this
Agreement shall be made by CRO as set forth in
the payment schedule in Appendix 2 hereto (the
"Payment Schedule").

3.1 FinanEnd odmena pre referuj0ce centrum
za vykonand SluZby dohodnut6 v rdmci
rozsahu tejto Zmluvy bude vyplatenS
prostrednictvom CRO podl'a platobn6ho
kalenddra v Prflohe 2 ("Platobnf kalend5r").

3.2 It has been agreed by the parties that
payments wi!! be made quarterly per year based
on performed tasks, confirmed by the
Investigator, to a bank account designated by
Referral Site in Appendix 2. Referral Doctor
agrees, that the payment includes all applicable

3.2 Strany sa dohodli 2e platby budrj
vykonan6 Stvrtrodne na zdklade vykonanfch
vyikonov, potvrdenlich Sk0Sajricim, na
bankovli 0det Referujfceho centra, ako je
uveden6 v Prilohe 2. Referujrice centrum
s6hlasi, ie platby zahfhaj0 v5etky platn6
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taxes which have to be paid in accordance with
actua! legislation.

zdanenia, ktor6 musia byt' uhraden6 v s(lade
s platnou legislativou.

4. Confidentiality 4. D6vern6 inform5cie

4.7 Referral Site is obliged keep all data,
material, substances and all other information
obtained from CRO and/or generated under the
Services rendered (collectively referred to as the
"Confidential Information") confidentia! and shall
not

4.1 Referuj0ce centrum je povinn6 uchovSvaf
vSetky 0daje a vSetky ostatn6 informdcie
obdrZan6 od CRO a/alebo vytvoren6 poEas
vykondvania SluZieb (pod s0hrnnfm ndzvom
"D6vern6 informdcie") ako d6vern6 a nesmie

a) disclose Confidentia! Information to any
third party without prior written consent of CRO,
or

a) poskytnri( D6vern6 inform6cie Ziadnej
tretej strane bez predchddzajriceho
pisomn6ho srihlasu CRO, alebo

a) use Confidential Information for any
purpose other than the Parties agreed on herein.

b) pouZit D6vern6 informScie pre inf, ako
Stranami dohodnutri ridel

4.3 The obligations set forth above in this
Article shall survive the expiry or termination of
this Agreement and shall remain in full force and
effect until the Confidential Information gets into
the public.

4.3 Povinnosti uveden6 vy5Sie v tomto
odstavci zostSvajI v platnosti a s0 0dinn6 aj
po vyprSanf resp. ukondeni tejto Zmluvy aZ
pokf m D6vern6 informd cie nebud fr
zverejnen6.

5. Intellectual Property and Patent rights
and Personal Data

5.Du5evn6 vlastnictvo a patentov6 pr5va
a Osobn6 6daje

AII projects, data, documents, information,
experiences, patent rights, reports, copyrights
and inventions resulting from the Trial are
exclusively owned by CRO.

V5etky projekty, ridaje, dokumenty,
informdcie, sk(senosti, patentov6 p16va,
sprdvy, vlastnicke prdva a vyndlezy
vyplfvajrice zo SkriSania sri vfludnfm
vlastnlctvom CRO.

CRO and Referra! Site are obliged to observe and
respect during the Examinations and also after its
completion relevant legal regulations governing
the protection of personal data and information
on personal circumstances of the Study Subjects
enrolled in the clinical study, in particular, but not
exclusively, Regulation of the European
parliament and of the council on the protection of
natural persons with regard to the processing of
personal data and on the free movement of such
data, and repealing Directive 95/46EC (General
Data Protection Regulation) (hereinafter referred
to as the "Regulation") and Act no. L8/2018 Coll.
on Personal Data Protection and on Amendments
to Certain Laws, as amended (hereinafter
referred to as the "Data Protection Act").

CRO aj Referujrice centrum s0 povinnf v
priebehu trvania zmluvy a aj po jej skondenl
dodrZiavat' a dbat' na prisluSn6 prdvne
predpisy na ochranu osobnych ridajov
a informdci[ o osobnfch pomeroch Subjektov
hodnotenia zaradenyich do skfi5ania, najmd,
ale nie vf lu6ne Nariadenie Eu16pskeho
parlamentu a Rady (EU) 2OL6/679 z 27. aprfla
2Ot6 o ochrane aprlla 2016 o ochrane
fyzickich os6b pri sprac0vani osobnfch
[dajov a o volhom pohybe takychto fdajov,
ktorfm sa zruSuje smernica 95/46/ES
(v5eobecn6 nariadenie o ochrane ridajov)
(d'alej len ,,Nariadenie") a zdkonom i. 18/2018
Z. z. o ochrane osobnfch rldajov a o zmene a
doplnenf niektorfch zdkonov v znenf
neskorSich predpisov (d'atej len ,,Zdkon o
ochrane rldajov").

6. Publications 6.Publik5cie

6.1 It is understood and agreed that any and
all information, data or discoveries resulting
from, generated or developed by the Services or
Results are the property of CRO.

6.1 Rozumie sa a je dohodnut6, Ze ak6kolVek
a vSetky informdcie, ridaje a objavy
vyplfvajIce, vytvoren6 alebo vyvinut6 na
zdklade SluZieb alebo Vfsledkov sri
vlastnfctvom CRO.
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7. Terms and Termination 7. Zmluvn6 podmienky a UkonEenie
zmluvy

7. 1 It has been agreed by the Parties that
creditor's claims pursuant is prohibited according
to 5 524 et seq. Act No.401L964 Coll. Civit Code
as later amended (hereinafter referred to as the
"Civil Code) without the prior written consent of
the debtor.
The legal act by which the creditor's claims will
be transferred in conflict with the debtor's
agreement pursuant to the previous sentence
will be invalid pursuant to 5 39 of the Civil Code.

7.L Zmluvn6 strany dohodli zdkaz postripenia
pohl'addvok veritel'a podl'a S 524 a nasl.
zdkona i. 40/L904 zb. Obdianskeho zSkonnika
v zneni neskorSich predpisov (d'alej len
,,Obdianky zdkonnik") bez predchSdzajriceho
pisomn6ho s0hlasu dlZnika. Prdvny 0kon,
ktorfm bud0 postfipen6 poh!'ad6vky veritel'a
v rozpore s dohodou dlZnika podl'a
predch6dzajficej vety, bude pod!'a S 39
Obdianskeho zdkonnika neplatnf.

7 .2This Agreement shall come into validity on the
day of its signature by the authorized
representatives of both Parties and effect next
day after publication in the Central register of
Contracts maintained by the Government Office
of the Slovak Republic. CRO agrees with
publication of this agreement in its entirety.

7.2 T6to zmluva nadobfda platnost' dfiom jej
podpisania oprdvnenf mi zdstupcami oboch
zmluvnlich str6n a rldinnost' dfiom nasledujricim
po dni jej zverejnenia v Centrdlnom registri
zml0v vedenom- 0radom vl6dy Sloveiskej
republiky. CRO s[hlasf so zverejnenim tejto
zmluvy v celom jej rozsahu.

7.3 This Agreement shall conclude for a
definite period and shall terminate upon
completion of the Services pursuant to Article
1.3. above, no later than 31.3.2021.

7.3 Tdto zmluva sa uzatvdra na dobu urdit( a
bude ukondend po splneni SluZieb podl'a
odstavca 1.3, najnesk6r vSak do 3L.3.202L.

7.4 This Agreement may be terminated in
writing with 30 days' notice period by either
Party, if the other Party breaches this Agreement
in any material manner.

7.4 Tdto zmluva m6Ze byt' ukondend na
zdklade pfsomnej vfpovede s 30 dfiovou
vfpovednou lehotou v prlpade poruSenia
Zmluvy druhou stranou.

7.5 CRO shall be entitled to terminate this
Agreement for any reason at any time upon
written notice to Referral Site thereof. In such an
event, CRO shall reimburse Site with all costs
incurred prior to the date of termination. CRO
shall not be obliged to reimburse Referral Site
pursuant to this Article 7.3. if it has terminated
this Agreement in accordance with the provisions
of Article 7 .2. above.

7.5 CRO je oprdvnend ukoniit
Zmluvu kedykolVek a zak6hokolVek
d6vodu na zSklade pfsomnej vfpovede
Referujriceho centra. V takom pripade CRO
nahradl centru v5etky ndklady , ktor6 mu
vznikli do ddtumu ukondenia Zmluvy. CRO
nebude povinnd nahradit' vfdavky
Referujticemu centru podl'a odstavca 7.3, ak
bude Zmluva ukondend na zdklade ustanovenf
odstavca 7.2.

8. Final Provisions 8.Z5vereEn6 ustanovenia

8.1 The contractual language shal! be Slovak.
If the Parties use any other language the Stovak
wording shall prevail.

8. 1 Rozhodu juci jazyk Zmluvy je slovenskf .

Ak Strany pouiivaj( iny jazyk, slovenskS
verzia zmluvy je rozhodujtica.

8.2 Neither Party may assign or otherwise
transfer its rights or duties under this Agreement
to any third party without the prior written
consent of the other Party.

8.2 Ztadna zo zmluvnlich strdn nie je
opr6vnend presun(( prdva alebo povinnosti
vyplfvaj0ce z tejto Zmluvy na akrikolVek
tretiu stranu bez predchSdzajriceho
pisomn6ho srihlasu druhej Strany.

8.3 All amendments and modifications to this
Agreement including this clause shall only be
effective if made in writing.

8.3 VSetky dodatky a zmeny k tejto Zmluve
vrdtane tohto odseku budri frEinn6 len
v plsomnej forme.

8.4 In case one or more provisions contained in
this Agrgement should be or become, or be

8.4 V prlpade, 2e jedno alebo viacej
ustanoveni tejto Zmluvy ie alebo sa stane
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declared or held, fully or in part invalid, illegal or
unenforceable in any respect under any
applicable law, court proceedings or any other
governmental or other regulatory authority, the
validity, legality and enforceability of the
remaining provisions of this Agreement sha!! not
in any way be affected or impaired. The parties
agree to substitute for any such invalid, illegal or
unenforceable provision a valid, legal and
enforceable provision which achieves to the
greatest extent possible the legal, economic and
commercial purposes of the invalid, illega! or
u nenforcea ble provision.

diastoEne alebo plne neplatn6, protiprdvne
alebo nevymoZitelh6 v akomkolVek zmyste
platnej legislatfvy, sfdnych proced(r,
Stdtnych alebo reguladnfch orgdnov, platnost',
prdvoplatnost' a vymoZitelhosf zostdvajricich
ustanovenf teito Zmluvy zostane nezmenend.
Strany sa zavdzuj0 nahradif tak6to neplatn6,
protipr6vne alebo nevymoZitelh6 ustanovenie
platnfm, leg6lnym a vymoZitelhfm
ustanovenlm, ktor6 sa v najviidSej moZnej
miere pribliZuje !eg6!nemu, ekonomick6mu
a obchodn6mu ridelu neplatn6ho,
protiprdvneho alebo nevymoZitelh6ho
ustanovenia.

8.5 The invalidity of any provision of this
Agreement shall not affect the validity of any
other provision hereof. The Parties undertake to
replace the invalid provision with another
provision which reflects Iegally the originally
intended commercial objectives of the Parties as
closely as possible.

8.5 Neplatnos{ ak6hokolVek ustanovenia tejto
Zmluvy neovplyvni platnost' ak6hokolVek
in6ho ustanovenia. Strany sa zavdzujl
neplatn6 ustanovenie nahradif ustanovenlm,
ktor6 leg6lne do najviac zohl'adni p6vodne
zamfSl'an6 obchodn6 ciele z06astnenfch
Strd n.

8.6 In the performance of this Agreement
each Party shal! be an independent contractor,
and therefore, no Party shall be entitled to any
benefits applicable to any employee of the other
Party. No Party is authorised to act as an agent
for the other Party for any purpose, and no Party
shall enter into any contract, warranty or
representation as to any matter on behalf of the
other Party.

8.6 Pri plnenf tejto Zmluvy, kald6 Strana bude
nezdvislf tidastnik, a preto Ziadna zo Strdn
nebude oprdvnend poskytnrit' ak6kolVek
benefity zamestnancom druhej Strany. Ziadna
zo Strdn nie je oprdvnen6 kona( ako agent pre
druhri Stranu, pre akfkolVek 0del, a Ziadna
Strana nesmie vst0pit' do ak6hokolVek
zmluvn6ho vztahu, zodpovednosti alebo
vystupovat' za druhri Stranu.

8.7 This Agreement, including its formation
and interpretation shall be governed exclusively
by laws of Slovakia. The competent courts in
Bratislava shall have exclusive jurisdiction.

8.7 Tdto Zmluva, vrdtane svojho formdtu
a vfkladu sa riadi vfludne slovensklim
prdvom. Jurisdikcia bude podlieha( vfludne
prislu5nfm s0dom v Bratislave.

8.8 This Agreement is executed in 2 (two)
counterparts, 1 (one) for the Referral Site and 1
(one) for CRO.

8.8 Tdto Zmluva je vyhotovend v 2 (dvoch)
rovnopisoch, 1 (jeden) pre Odpor(daj0ce
centruffi, 1 (jeden) pre CRO.

8.9 The Parties declare that they have read this
Agreement, understood its content and that they
have entered into the Agreement freely and
seriously, definitely and clearly, and in witness of
the fact that the content of this Agreement
corresponds with their true and free will, they
attach their authentic signatures.

8.9 Strany prehlasuj0, ie si Zmluvu predftali,
jej obsahu porozumeli, Ze ju uzavreli slobodne
a vdZne, urEite a zrozumitelhe, a na potvrdenie
toho, 2e obsah tejto Zmluvy zodpovedS ich
skutodnej a slobodnej v6li, ju vlastnorudne
podpfsali.
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Parties signatures Podpisy zmluvn'ich str5n

Referral Site Referujfce centrum
National Institu
Diseases
Vysne Hagy 1

062 01 High Ta

r) e I nnicniin ciri,nds il+iiii,[iiiwLg I cHrRuRctE vy$ruf ulicy
05e 84 WSruE HneySlovak Republic

Ndrodnf fstav tuberkulozy, pl'0cnych chor6b a
hrudnlkovej chirurgi
Vyin6 H6gy 1

23
udnorrnf dsinv rusER(uL

prUcuycn cHoR0B A HRUDTI062 01 Vysok6 T,
cHtRURGtE VySuf tl(er

05e 84 Vysw[ H/iCy

SlovenskS republi

IZY,

(0yE,

Signatu Podpis

Date_ Ddtum

Signature Podpis

Date Ddtum

cRo cRo

SanaClis, s.r.o.
Stare Grunty 130
B4L 04 Bratislava
Slovak Republic

SanaClis, s.r.o.
Stard Grunty 130
841 04 Bratislava
Slovenskd republika

Signatur Podp Juraj-FEcEnin
Senior Partner.

Date . = ,, Seniorpartnef,
21 - JV{. 'bb*or,1rer 

of the Eoard

DStumL'CILLII 
"

Zdkladnd finandnri kontrola
finandnri operdciu: iefiic-ia moine vykonaf*
vo finandnej operdcii:
poslgrtnut6 plnenie: ig#t*pdah*ayfi-ehaf
Titul, men0, prieaisko zamestnanca: J U Dr. Vladim ir Dod rv

Z6kladnd flnanEn6 kontrola

finandnti operdciu: ie I nie-ie moind vykona{*

vo finandnej operdcii ie !-nie-ie'@
poskytnut6 plnenie: ie I nie iepotrebnfiqntdhaf

0 B, 07 , 2[}20 

- 

Titul, meno, priezvisko z3rrgstnaqca: lng. Jozef Pord6  

Ddtum: ;i:,,, fod
Titur'mer

0g 01 2020
*nehodiace savviadrenia predia

?"11:T;"; r;;;;;il,J-:-ft' 
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APPENDIX 1

Work Plan PlSn pr5ce

1. Scooe of Work'Services 1. Rozsah or5c Sluiieb

Identification of patients with diagnosis non-
squamous non-small cell !ung cancer stage IV
in accordance with basic trial inclusion and
exclusion criteria, communication to patients
the possibility to participate in the trial, to
provide contact details of Investigators
participating in the trial. Identification process
must be in accordance with the basic trial
inclusion and exclusion criteria provided by
CRO.

Identifikdcia pacientov s diagn6zou
neskvam6zny nemalobukovf karcin6m pl'ric
v Stddiu IV v sflade so zdkladnfmi inkhiznymi
aexkltiznymi krit6riami klinick6ho skrlSania,
komunikdcia moZnej ridasti na klinickom
sk0Sani pacientom, sprostredkovanie kontaktu
na sk[Sajricich participuj0cich v klinickom
skriSani.

Identifik6cia pacientov musi byt tieZ v srilade
so zikladn;imi inkhiznymi a exkhiznymi
krit6riami klinick6ho sk0Sania pre vhodnfch
pacientov poskytnutfmi CRO.

2. Timelines 2. easovf harmonooram

Within one week from histological-pathological
confirmation of diagnosis in patient at the
National Institute of Tuberculosis and
Respiratory Diseases.

Do jedn6ho tfZdila od stanovenia
histologicko-patologickej diagn6zy pacienta
v NSrodnom fstave tuberkul6zy, pl'0cnych
chor6b a hrudn[kovej chirurgie.

3. Basic trial inclusion and exclusion
criteria

3. ZSkladn6 inklfzne a exklfzne krit6ria
klinick6ho sk6Sania

Inclusion Criteria
- Previously untreated subjects with

histolog ically-confi rmed stage IV
(M1a/MLb/Mlc- AJCC 8th edition) non-
squamous NSCLC;

- Has not received prior systemic treatment
for metastatic NSCLC;

- The time from the completion of previous
adjuvant/neoadjuvant treatment to
metastatic disease development is no less
than 12 months;

- Agreement to newly obtained core or
excisional biopsy of a tumor lesion not
previously irradiated for determination of
PD-L1 statusl prior to randomization (if
obtaining of new sample is contraindicated
or puts subject at unacceptable risks, then
fresh archival tumor tissue sample must be
available - Archival samples obtained 4
weeks prior to ICF signing can be
considered "fresh)

- Measurable disease according to CT

Inkl6zne krit6ria
- Predtfm nelieden6 subjekty s histologicky

potvrdenou neskvam6znou NSCLC,
Stddium IV (Mla/M1b/M1c- AJCC 8.
vydanie)

- Nedost6vali predch6dzaj0cu syst6mov(
liedbu metastatickej NCSLC;

- das od ukondehia predchddzaj(cej
adjuvantnej/neoadjuvantnej liedby do
rozvoja metastatick6ho ochorenia nie je
krat5i ako 12 mesiacov;

- Predpokladan6 aEUa Zivota aspoh L2
tfZdfiov;

- Sfhlas s novo ziskanou jadrovou alebo
excfznou biopsiou nddorovej I6zie, ktord
nebola predtfm oZiarend na stanovenie
statusu PD-L13 pred randomizdciou (ak je
zfskanie novej vzorky kontraindikovan6
alebo vystavuje subjekt neprijatelhrim
rizik6m, musf byt' k dispozicii Eerstvd
archivna vzorka nSdorov6ho tkaniva- Za
,,Eerstv6" sa m6Zu povaZovat archivne
vzorky zfskan6 4 tildne pred podpisom
rcF).

1 This sample can be used for EGFR/ALK status evaluation and explorutory biomarker analysis, if necessary/ T6to vzorka m6Ze byf
pouZite na zhodnotcnie EGFR/ALK statusu a prieskumnt analjzu biomarkfru, akje potrebne.

Sanaclis SF-C-CTA/Sl</Agreement for outsourced parties for the site, V,1, Date 09 August 2O1g;
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scan/MRI (RECIST 1.1 criteria)2, confirmed
by the local assessment;

Exclusion Criteria
- Has predominantly squamous cell histology

NSCLC; Mixed tumors will be categorized
by the predominant cell type; if small cel!
elements are present, the subject is
ineligible;

- Presence of EGFR mutation or ALK
rearrangementl

- Has received prior systemic cytotoxic
chemotherapy/chemoradiotherapy for
metastatic disease;

- Has received antineoplastic therapy with
targeted or immunotherapeutic drugs
(including but not limited to EGFR inhibitors
[e.9., erlotinib, gefitinib, cetuximab], ALK
in h ibitors, PD- 1/PD- LLIPD- L2/ CTLA4,
VEGF/VEGFR inhibitors) or it is expected to
require any other form of antineoplastic
therapy while on study;

- Completed radiation therapy within 14 days
before the first dose of the study drug;

- Concomitant diseases or conditions which
pose a risk of AE development during study
treatment:

oUncootrolled hypertension, defined as
systolic > 150 mm Hg or diastolic > 90
mm Hg;

ostable angina functional class III-N;
ounstable angina or myocardial

infarction less than 6 months prior to
randomization;

o NYHA Grade III-N congestive hea rt
failure;

oserious cardiac arrhythmia requiring
medication (subjects with
asymptomatic atrial fibrillation can be
enrolled if controlled ventricular rate);

o atopic asthma, Stage III-IV COPD,
a ng ioedema;
oS€v€r€ respi ratory fa ilu re;
od111l other diseases which pose
unacceptable risk of AE development
during study treatment in
Investigator's opi n ion ;

o Has known active central nervous
system (CNS) metastases and/or
carcinomatous meningitis

- Active or known or suspected autoimmune
disease (subjects with Type 1 diabetes
mellitus, hypothyroidism only requiring
hormone replacement, or skin disorders
(vitiligo, psoriasis, or alopecia) not
requiring systemic treatment are permitted
to enroll

- Meratelh6 ochorenie podl'a CTIMRI
skenovania (krit6ri5 RECIST 1.1)4
potvrden6 lok6lnym posridenim;

Exkhizne krit6ria
- PrevaZne skvam6zna bunkovS histo!6gia

NSCLC; ZmieSan6 nddory budti
kategorizovan6 prevlddajricim bunkovlim
typom; ak sri prltomn6 mal6 bunkovd
prvky, subjekt je nevhodny.

- Pritomnost' EGFR mutdcie alebo ALK
preusporiada n ial

- Predchddzajrica syst6movd cytotoxick5
chemoterapia/chemoradiadnd terapia
metastatick6ho ochoren ia ;

- PredchSdzajrica antineoplastickd liedba s
cielenlim i a Iebo im u notera peutickf m i

liekm i (vr5ta ne, a le n ie iba EG FR
inhibitormi Inapr. erlotinib, gefitinib,
cetuximabl, ALK inhibitormi, PD-1/PD-
LLIPD-12/CTLA4, VEGF /VEGFR inhibitory)
alebo sa oEak6va, 2e podas sk0Sania bude
potrebnS akdkolVek in5 forma
proti nddorovej tera pie ;

- Subjekt dokondil r6dioterapiu do L4 dnl
pred prvou d6vkou skri5an6ho lieku;

- Sridasn6 ochorenia alebo stavy, ktor6
predstavujri riziko rozvoja AE podas liedby:

o nekontrolovand hypertenzia,

90 mm Hg;
o stabilnd angfna- funkdnd trieda III-

IV;
o nestabilnS angina alebo infarkt

myokardu menej ako 6 mesiacov
pred randomizdciou;

o NYHA Stupefi III-IV kongestivneho
srdcov6ho zlyhania;

o zdvalnd srdcovd a rytm ia
vyZadujrica !iedbu (pacienti s

asymptomatickou fibril5ciou
predsienf sa m62u z(Eastnit, ak je
kontrolovan6
frekvencia);

komorovS

o atopickS astma, 5tadium III-IV
CHOCHP, angioed6m;

o z6va2n6, respiraEn6 zlyhanie;
o ak6kolVek in6 ochorenia, kto16

predstavuj0 neprijatelh6 riziko
rozvoja AE podas lieEby v sk[5ani
pod!'a ndzoru skiSaj0ceho Iek6ra;

2 The patient's participation in the study is not allowed if the only measurable lesion is the bone metastasis; Target lesions situated in a
previously irradiated area are considered measurable ifprogression has been demonstrated ifl such lesions./ Iitasf pacienta v sktsant e
je povolen6" ak jedinou meratel'nou ldziou je kostnd metast1za. Cielov| l6zie situovand v predtfm oZarovanej oblasti sa povatujri za
meratelhd, ak v tychto ldzi6ch bola preukdzan6 pogresia.

Sanaclis SF-C-CTA/SK/Agreement for outsourced parties for the site, V.1, Date 09 August 2019;
Adapted for CBC2018-1, V.1 on 09Jan2020; adapted for SK Referral Site on 12May202O

Page 8 of 11



Has clinically active diverticulitis, intra-
abdominal abscess, gostrointestina!
obstruction, abdominal carcinomatosis;
Has interstitial lung disease or a history of
pneumonitis that required oral or
intravenous glucocorticoids to assist with
management. Lymphangitic spread of the
NSCLC is not exclusionary;
Condition requiring systemic treatment
with either corticosteroids or other
immunosuppressive medications in past 14
days
Known history of prior malignancy except if
participant has undergone potentially
curative therapy with no evidence of that
disease recurrence for 2 years since
initiation of that therapy, except for
successful definitive resection of basal cell
carcinoma of the skin, superficial bladder
cancer, squamous cell carcinoma of the
skin, in situ cervical cancer, or other in situ
cancers
Acute infection or reactivation of chronic
infection or systemic antibiotics use less
than 14 days prior to the first dose of the
study drug; Severe infections within 28
days prior to first study drug
administration.

- Zn6me aktivne metastSzy centrdlneho
nervov6ho syst6mu (CNS) a/alebo
ka rcinomat6zna men i ng itida

- Subjekty s aktfvnym alebo zndmym alebo
domnelfmautoimunitnfmochoren[m
(diabetes mellitus typu L, hypotyre6zou
vyZadujricou iba hormonS!nu nShradu,
alebo s koZnrimi ochoreniami ( vitiligo,
psori6za alebo alop6cia) nevy2aduj0cimi
syst6movrl liedbu, sa m6Zu zaradit' do
skriSania).

- Klinicky aktfvna divertikulitfda,
intraabdomin6lny absces, obStrukcia
gastrointestindlneho traktu,
karcinomat6za brucha;

- Intersticidlne pl'rlcne ochorenie alebo
anamn6za pneumonitfdy, ktord si
vyZadovala perorSlne alebo intraven6zne
podanie glukokortikoidov na pomoc pri
liedbe. Lymfangitick6 Sfrenie NSCLC nie je
vyluduj0ce;

- Stav vyZadujrici syst6movrl liedbu bud'
kortikosteroidmi alebo inf mi
imunosupresivnymi !iekmi za poslednfch
t4 dni;

- Zndma anamn6za predch5dzajricej
malignity s vfnimkou prfpadu, ked'
ridastnik preSiel potenci5lne liedebnou
terapiou bez d6kazu o opakovanf tohto
ochorenia podas 2 rokov od zadiatku tejto
!ieEby s vrinimkou 0speSnej definitlvnej
resekcie bazoceluldrneho karcin6mu koZe,
povrchovej rakoviny modov6ho mech0ra,
skvam6zneho karcin6mu koZe, rakoviny
krdka maternice alebo infch typov in situ
rakoviny;

Ak[rtna infekcia alebo reaktivdcia chronickej
infekcie alebo uZlvanie syst6movfch antibiotfk
L4 dnf pred prvou ddvkou sk05an6ho lieku;
ZdvaZnd infekcie podas 28 dnf pred prvfm

anim sk[5an6ho lieku
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APPENDIX 2

Pavment Schedule Platobn'f kalend5r

Performance of identification of suitable patient
in agreed way. For each randomized patient 200
EUR.

Vykonanie identifikdcie vhodn6ho pacienta podl'a
dohodnut6ho sp6sobu. Za kaZd6ho
randomizovan6ho pacienta 200 EUR.

Al! payments will be paid after randomization in
clinical trial site at particular trial site. Payments
will be made on quarterly basis.

Platby bud0 realizovan6 po randomiz6cii pacienta
v centre klinick6ho skriSania. Realizdcia platieb
bude na 5tvrtroinej bdze.

Payment details: Bankov6 ridaje

Account name: 
SWIFT code:
Bank name: 

NSzov ildtu:
SWIFT K6d:
Ndzov bank
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APPENDIX 3

Requirements for invoices Poiiadavkv na fakt6rv

o name and address of the providing
entrepreneur

o meno a adresa dod5vatel'a

o hEtrTl€ and address of the recipient o rTl€no a adresa prijimatel?

o VAT number or taxpayer identification
number (in case of EU-residents)

. Ie DPH alebo Ieo 1v pripaae siAta v rq

o date of invoice . dStum faktfry

o ConS€cutive invoice-number or contract-
number of the invoicing entrepreneur

o porodov6 Eislo fakt6ry- Eislo zmluvy
s fakturujricim subjektom

o eu?ntity and kind of deliveries or services o Erlroistvo a druh doddvky alebo sluZieb

. time of deliveries or services . Eas dodSvky alebo sluZieb

o lr€t consideration, if necessary, broken
down into tax rates and particular tax
exem ptions

o netto suma, ak potrebn6 Specifikovan6 podl'a
jednotliv,ich dafiovfch sadzieb- vfnimiek

. tax rate o sadzba dane

o ?tTtount of VAT o vyEislenie DPH

o total sum to be paid o celkov5 cena k fihrade

For assurance of invoice receipt please send
copy of the invoice to
alena.dobrotkova@sanaclis.eu and original to
the following address:
SanaClis, s.r.o.
Stare Grunty 130
84L 04 Bratislava
Slovak Republic

Pre zaistenie dorudenia faktfiry, prosim
o zaslanie k6pie faktriry na adresu
alena.dobrotkova@sanaclis.eu a origindlu na
adresu:
SanaClis, s.r.o.
Star6 Grunty 130
847 04 Bratislava
Slovenskd republika
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