RAMCOVA ZMLUVA O

SPOLUPRACI
Clanok 1.

ZMLUVNE STRANY

1. Ustredna vojenska nemocnica
SNP Ruzomberok - FN

Sidlo: Ruzomberok
1CO: 319364 15
DIC: 2020590187
IC DPH: SK2020590187
Banka: Statna pokladnica Bratislava
IBAN: SK8481800000007000177393
Konajlce MUDr. Peter Vangk, riaditel
osoby:

(d’alej len “poskytovatel™)

a

2. Roche Slovensko, s.r.o.

Sidlo: Pribinova 7828/19, Bratislava -
Staré Mesto 811 09

1CO: 35887117

DIC: 2021832087

IC DPH: SK2021832087

Banka: Deutche Bank AG,
Taunusanlage 12, 60325
Frankfurt am Main, Nemecko

IBAN: IBAN: DES6 1207 0070 0010
0700 00

Registracia:  Obchodny  register  vedeny
Okresnym sudom Bratislava I,
oddiel Sro, vlozka ¢. 31845/B

Konajuce Martin Fucik, prokurista

osoby:

Marian Zabka, prokurista

(d’alej len “Roche™)

FRAMEWORK
COOPERATION
AGREEMENT
Article 1.
PARTIES
1. Ustredna vojenska nemocnica
SNP Ruzomberok - FN
Registered Ruzomberok
Office:
Id. No.: 319364 15
Tax Reg. 2020590187
No.:
VAT No.: SK2020590187
Bank: Statna pokladnica Bratislava
IBAN: SK8481800000007000177393
Represented ~ MUDr. Peter Vangk, riaditel
by:

(hereinafter referred to as the “Provider”)

and

2. Roche Slovensko, s.r.o.

Registered Pribinova 7828/19, Bratislava -

Office: Staré Mesto 811 09

Id. No.: 35887117

Tax Reg. 2021832087

No.:

VAT No.: SK2021832087

Bank: Deutche Bank AG,
Taunusanlage 12, 60325
Frankfurt am Main, Germany

IBAN: IBAN: DE56 1207 0070 0010
0700 00

Registration =~ Commercial Register held with

details: the District Court of Bratislava
I, Section Sro, File No. 31845/B

Represented ~ Martin Fuéik, konatel’, Proxy

by: Marién Zabka, Proxy

(hereinafter referred to as “Roche™)
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Clanok I1.
UCEL ZMLUVY

Poskytovatel je poskytovatel'om zdravotnej
starostlivosti, ktory s ohladom na
poskytovanic  zdravotnej  starostlivosti
pacientom ma zaujem spolupracovat s
Roche za podmienok dohodnutych v tejto
zmluve.

Roche je farmaceutickou spolo¢nostou v
ramci skupiny Roche, ktord na tzemi
Slovenskej republiky obstardva sluzby
Foundation Medicine Services
$pecifikované v Clanku I11. tejto zmluvy.

Roche ma zaujem obstaravat sluzby
Foundation Medicine Services pacientom v
Slovenskej republike, pricom poskytovatel
ako poskytovatel zdravotnej starostlivosti
ma s ohladom na nim poskytovan(
zdravotna starostlivost’ pacientom zaujem
na tom, aby Roche pacientom sluzby
Foundation Medicine Services obstarala.

Clanok I11.
PREDMET ZMLUVY

Predmetom tejto zmluvy je dohoda medzi
Roche a poskytovatelom o podmienkach
spoluprace Roche a poskytovatela pri
obstaravani sluzieb Foundation Medicine
Services (d’alej len “FMS™) pacientom a o
rozsahu suéinnosti, ktort ma poskytovatel
zdujem poskytnit pacientom v pripade
obstarania FMS.

FMS predstavuje suhrn individualnych
sluzieb uréenych pre pacientov trpiacich
onkologickym ochorenim, v ramci ktorych
st uskutocriované  Specifické  ukony
pozostavajuce z vyhodnotenia a odborného
analyzovania vzorky rakovinového tkaniva
pacienta a vypracovanie zaveretnej spravy
prislusnej sluzby v ramci FMS, v ktorej
budt obsiahnuté vysledky analyzy takejto
vzorky tkaniva pacienta a moézu byt
identifikované¢ moznosti lieCby ochorenia
pacienta (dalej len “zavere€na sprava”).
Zoznam jednotlivych sluzieb v ramci FMS
a ich blizsia Specifikacia tvori prilohu tejto

Article I1.
PURPOSE OF THE AGREEMENT

The Provider is a healthcare provider who,
with respect to healthcare providing to
patients, is interested in the cooperation
with Roche under the conditions agreed in
this Agreement.

Roche is a pharmaceutical company within
the Roche group who is procuring the
Foundation Medicine Services specified in
Article II1. hereof within the territory of the
Slovak Republic.

Roche is interested in procurement of the
Foundation Medicine Services to patients
in the Slovak Republic and the Provider as
the healthcare provider is interested, with
respect to healthcare it is providing to
patients, that Roche will procure the
Foundation Medicine Services to patients.

Article ITI.
SUBJECT MATTER OF THE
AGREEMENT

The Subject Matter hereof shall be the
agreement between Roche and the Provider
on conditions of cooperation between
Roche and the Provider concerning the
Foundation Medicine Services (hereinafter
referred to as the “FMS”) procurement to
patients and on the scope of assistance the
Provider would like to provide to patients
as regards the FMS procurement.

The FMS represents a catalogue of
individual services intended for patients
suffering from an oncologic disease, which
consist in specific activities comprising
evaluating and scientific analysis of the
cancer tissue sample of a patient and
elaborating the final Report of the specific
service within the FMS which shall contain
the results of analysis of such patient’s
tissue sample and by virtue of which
treatment options of the patient’s disease
may be identified (hereinafter referred to as
the “Report”). The list of individual
services within the FMS and their detailed
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zmluvy. Vietky d’alSie informécie stuvisiace specification form the annex hereto. Any
s FMS, ktoré nie su vyslovne uvedené v other information concerning the FMS that
tejto zmluve, st dostupné u Roche, od is not explicitly state herein, shall be
ktorej si je poskytovatel opravneny si tieto available at Roche and which can be
informacie kedykol'vek vyziadat. Roche required by the Provider from Roche at any
zodpoveda vyluéne za obsah informécii time. Roche shall be liable only for the
suvisiacich s FMS, ktoré sa poskytovatel content of the information related to the
dozvie od Roche, respektive zo zdrojov FMS which the Procurer has learned from
zabezpeCenych  a/alebo  poskytnutych Roche or from the sources ensured by
a/alebo sprostredkovanych Roche alebo z and/or provided by and/or procured by
tejto zmluvy. Roche neruéi za obsah Roche or from this Agreement. Roche shall
pripadnych informacii o FMS, ktoré not be liable for the content of potential
poskytovatel ziskal z inych ako vysSie information about the FMS which the
uvedenych zdrojov, alebo ktoré boli Provider ascertained from any sources
poskytovatel'ovi inak poskytnuté. other than the aforementioned ones or
which has been otherwise provided to the
Provider.

3. FMS poskytuje spolocnost Foundation | 3. The FMS are provided by Foundation

Medicine Inc. so sidlom 150 Second Street, Medicine Inc. having its registered office at
Cambridge, MA 02141, Spojené Staty 150 Second Street, Cambridge, MA 02141,
americké  (dalej len  “Foundation USA  (hereinafter referred to as
Medicine™) prostrednictvom spolo¢nosti F. “Foundation Medicine™) through
Hoffmann-La Roche AG. so sidlom F. Hofmann-LLa Roche AG., having its
Konzern-Hauptsitz, Grenzacherstrasse 124, registered office at Konzern-Hauptsitz,
CH-4070 Bazilej, Svajéiarsko (dalej len Grenzacherstrasse 124, CH-4070 Basel,
“F. Hoffmann-La Roche”) na ziklade Switzerland (hereinafter referred to as
licencie udelenej spolocnosti F. Hoffmann- “F. Hoffmann-La Roche™) by virtue of the
La Roche. licence granted to F. Hoffmann-La Roche.

4, Roche na uzemi Slovenskej republiky | 4. Roche acts as the exclusive FMS procurer

vystupuje ako vyhradny obstaravatel’ FMS. within the territory of the Slovak Republic.
Roche bude obstaravat’ FMS pacientom na Roche shall procure the FMS to patients
zéklade ich individualnych objednavok. S subject to their individual orders. Taking
ohl'adom na vysoko odborny obsah FMS a into consideration highly professional
prislusnych zavere¢nych sprav je v zaujme content of the FMS and respective Reports,
pacienta nevyhnutné, aby pri zaddvani it is necessary in patients’ best interest that
objednavky na obstaraniec FMS a during placing of the order for the FMS
interpretacii a vyklade jeho obsahu a procurement and interpretation of its
obsahu  zavereCnych  sprav  pacient content and the content of Reports, the
komunikoval s poskytovatel'om zdravotnej patient will communicate with healthcare
starostlivosti. provider.

5. Poskytovatel bude za vysSie uvedenym | 5. For the foregoing purpose, the Provider

ucelom poskytovat’ pacientom shall provide its assistance to the patients
objednavajucim si obstaranie FMS u Roche who have ordered the FMS procurement
svoju odbornu sucinnost, pricom postup pri with Roche, while the procedure and scope
obstaravani FMS pacientom a rozsah of such Provider’s assistance to patients in
sucinnosti  poskytovatela pacientom v this respect, shall be specified in this
tomto ohlade st Specifikované v tejto Agreement.

zmluve.

6. S ohladom na odsek 5 vyssie tato zmluva | 6. In view of paragraph 5 above, this
upravuje podmienky sucinnosti Agreement shall specify the terms of
poskytovatela vo vztahu k pacientovi, Provider’s assistance in relation to the
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objednavajucemu obstaranic FMS u Roche,
v nasledovnom rozsahu:

- vyplnenie objednavkového formulara
FMS,

- zabezpeCenie vzorky tkaniva pacienta
na ucely FMS,

- prijatie a interpretacia  obsahu
zaverecnej spravy pacientovi,

- komunikdcia s Roche a osobami
podielajucimi sa na obstarani FMS v
mene pacienta v suvislosti s odbornymi
otazkami suvisiacimi s konkrétnou
objednavkou pacienta.

Clanok IV.
VYPLNENIE OBJEDNAVKOVEHO
FORMULARA FMS

Roche bude pacientom obstaravat FMS na
zaklade pisomnych objednavok pacientov
realizovanych prostrednictvom
objednavkového formulara na prislusnu
FMS sluzbu (dalej len “objednavkovy
formular™).

V pripade zaujmu pacienta o obstaranie
FMS poskytovatel spolu s pacientom
vyplni prislusny objednavkovy formular,
priCom dozrie na to, aby objednavkovy
formular obsahoval povinné nalezitosti, bez
ktorych by nebolo mozné riadne obstarat
FMS pacientovi. Povinnymi néleZitostami
objednavkového formulara su Citatelne
vyplnené udaje o (i) pacientovi ako
objednavatelovi v Casti Pacient spolu s
podpisom pacienta, (ii) poskytovatelovi v
Casti OSetrujuci lekar a (iii) patolégovi v
Casti Patolog, ktorym sa rozumie prislusny
poskytovatel' zdravotnej starostlivosti ako
fyzickd alebo pravnickd osoba, ktord na
Géely FMS zabezpe¢i odobratie, pripravu a
odovzdanie vzorky tkaniva pacienta, ako je
uvedené v tejto zmluve.

NeoddeliteInou sucastou objedndvkového
formulara st aj VSeobecné podmienky
obstarania FMS pacientovi a formulér
suhlasu pacienta so spracivanim osobnych
Udajov v savislosti s FMS obstaravanim.
Poskytovatel pri kazdej objednavke
pacienta overi, ¢i s k objednavkovému
formularu  pripojené vySSie uvedené
dokumenty a upozorni pacienta na to, ze ak

patient ordering the FMS procurement with
Roche in the scope below:

- completion of the FMS Order Form,

- providing for patient’s tissue sample
for the purposes of the FMS,

— receipt and interpretation of the Report
content to the patient,

- communication with Roche and
persons participating in the FMS
procurement on  patient’s  behalf
concerning  professional  questions
regarding patient’s particular order.

Article IV.

COMPLETION OF THE FMS ORDER

FORM

Roche shall procure the FMS to patients
subject to patients’ written orders made by
means of an Order Form for the particular
FMS service (hereinafter referred to as the
“Order Form™).

Should the patient be interested in the FMS
procurement, the Provider shall complete
the Order Form with the patient and shall
check that the Order Form will contain the
mandatory details without which it would
not be feasible to duly procure the FMS to
the patient. The mandatory details of the
Order From shall include the legible details
concerning (i) the ordering patient in the
box Patient, together with patient’s
signature thereon, (ii) the Provider in the
box Treating Physician, and (iii) the
pathologist in the box Pathologist who
shall be the respective individual healthcare
provider or hospital who, for the purposes
of the FMS, shall ensure taking and
handing of the patient’s tissue sample as
stated herein.

An integral part of the Order From shall
include also General Terms for the FMS
procurement to the patient and the Patient
Consent Form to the personal data
processing in connection with the FMS. At
each patient’s order, the Provider shall
check whether the foregoing documents are
attached to the Order Form and shall notify
the patient that if such documents will not
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ticto dokumenty nebuda k be attached to the respective patient’s
objednavkovému  formuldru  pripojené, Order Form, it will not be feasible to
FMS mu nebude mozné obstarat’. procure the FMS to him/her.

4. Ak o to pacient poziada, poskytovatel | 4. If asked by the patient, the Provider may

mdze pre pacienta zabezpeCit doruenie ensure for the patient that the Order Form
prislusného  objednavkového formuléra will be delivered to Roche. It will be
spolo¢nosti Roche. Prislu§ny objednavkovy necessary to deliver the respective Order
formular je potrebné dorucit na adresu Form to Roche’s address referred to in the
Roche vyznafeni v  objednavkovom Order Form as the Correspondence
formulari ako KoreSponden¢na adresa. address.

5. Po doruceni prislusnej objednavky pacienta | 5. Upon receipt of patient’s order by Roche,

do Roche bude konkrétnej objednavke the respective order shall be assigned a
pacienta pridelené unikatne identifikacné unique order identification number. Roche
¢islo. Roche néasledne oznami toto shall subsequently notify such order
identifikacné Cislo objednavky identification number to the Provider,
poskytovatel'ovi, priCom od momentu while as of the moment of receipt of such
doru¢enia tohto identifikacného ¢isla order identification number, the Provider
objednavky poskytovatel'ovi je shall be obliged to use only the said order
poskytovatel  povinny v  akejkol'vek identification number in any
komunikécii ohl'adom obstarania FMS communication concerning the FMS
pacientovi a plnenia povinnosti procurement to the patient and in
poskytovatela v zmysle tejto zmluvy connection with discharging of Provider’s
pouzivat vyhradne prislusné identifikaéné obligations hereunder and it shall not
¢islo objednavky a nesmie inak spristupnit otherwise disclose patient’s identity or any
identitu ani akékol'vek osobné udaje other personal data of the patient. The
pacienta. Uvedené sa vztahuje na foregoing shall apply to any
akukol'vek komunikéaciu s Roche vratane communication with Roche, including the
0sdb poskytujucich FMS a/alebo o0s6b, s persons providing the FMS and/or the
ktorymi Roche na tento Uc¢el spolupracuje persons with whom Roche cooperates for
a/alebo od ktorych pre pacienta FMS this purpose and/or from which it is
obstarava, a to aj v pripade, Ze prislusna procuring the FMS for the patient,
osoba sa pred tym s osobnymi udajmi including when the respective person has
konkrétneho pacienta oboznamila alebo k acquainted itself with particular patient’s
nim mé alebo m6ze mat’ pristup. personal data or has or may have an access
to them.

6. Poskytovatel je jedinou osobou, ktora bude | 6. The Provider will be the only person who

moct  priradit  identitu  pacienta k may connect patient’s identity to the
identifikacnému ¢islu jeho objednavky a je identification number of his/her respective
zaroven jedinou osobou, ktora bude moct order and it will also be the only person to
odovzdat vysledky zavereCnej spravy v communicate the Report content to the
zmysle  tejto  zmluvy  konkrétnemu concrete patient hereunder, as the Report
pacientovi, nakol’ko zévere¢na sprava bude will be marked with the respective order
oznaCenda  prislusnym  identifikaénym identification number. For the said reason,
¢islom objednavky. Z tohto ddvodu je the Provider shall be obliged to duly keep
poskytovatel povinny riadne viest a the list of order identification numbers and
dokumentovat zoznam identifika¢nych respective patients. Without the Provider
¢isiel objednavok a prislusnych pacientov. having discharged such obligation duly, it
Bez toho, aby poskytovatel' riadne splnil will not be feasible for Roche to duly
tato povinnost, Roche nebude moct’ riadne procure the FMS to the patient. Therefore,
obstaratt  FMS pacientovi. Poskytovatel the Provider shall be liable for damage
preto zodpoveda za Skodu spésobent alebo caused to or suffered by Roche as the result
vzniknuti Roche v doésledku porusSenia of breach of Provider’s foregoing
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tejto povinnosti poskytovatela.

Poskytovatel' je na ucely tejto zmluvy
povinny dalej poskytnut' identifikaéné
¢islo objednavky pacienta aj patoldégovi,
pricom je povinny zabezpecit a zodpoveda
za to, aby aj patolog riadne dodrziaval
povinnosti uvedené v odsekoch 5 a 6 vy3sie
tohto Clanku IV. zmluvy.

Clanok V.
ZABEZPECENIE VZORKY TKANIVA
PACIENTA

Za UCelom riadneho obstarania FMS je
nevyhnutné, aby prislusny pacient poskytol
spolo¢nosti uskuto¢nujucej FMS vzorku
svojho tkaniva, na zéklade ktorej bude
mozné uskutoCnit potrebni analyzu a
vSetky d’alSie ukony obsiahnuté v prislusne;j
objednanej FMS sluzbe. Takuto vzorku
tkaniva pacienta zabezpe¢i poskytovatel’.

Vzorka tkaniva pacienta by mala byt
vzorkou rakovinového tkaniva pacienta a
mala by byt odborne odobrata a
zabezpeCend na prepravu a proti  jej
pripadnému poskodeniu, znehodnoteniu ¢i
zni¢eniu. Na tieto acely je poskytovatel
opravneny poverit zabezpecenim,
respektive odobratim a pripravou vzorky
tkaniva prislusného pacienta konkrétneho
poskytovatela zdravotnej starostlivosti
(patoldga), ktory podla pokynu
poskytovatel'a odoberie prislusna vzorku
tkaniva pacienta a zabezpe¢i ju proti
pripadnému poskodeniu, znehodnoteniu ¢i
zni¢eniu a pripravi takato vzorku na jej
prepravu a skumanie na ucely FMS. V
takomto pripade =zaroveii poskytovatel
zabezpe¢i, aby v casti Patolog v
objednavkovom formulari boli vyplnené
prislusné udaje prindleziace patologovi. Ak
ukony patologa v zmysle tejto zmluvy bude
vykonavat sam poskytovatel, vyplni
poskytovatel’ do objednavkového formulara
do casti Patolog svoje prislusné udaje aj v
pripade, Ze tieto sa buda zhodovat’ s udajmi
uz uvedenymi v Casti OSetrujuci lekar.

Na aéel uvedeny v odseku 2 tohto Clanku
V. je poskytovatel povinny oboznamit
prislusného patoléga s ustanoveniami tejto

obligation.

For the purposes hereof, the Provider shall
be obliged to provide the patient’s order
identification —number also to the
pathologist, while it shall be obliged to
ensure and shall be liable that the
pathologist will also duly discharge the
obligations stated in this Article IV. (5) and

(6).

Article V.
PROVIDING FOR PATIENT’S TISSUE
SAMPLE

It shall be necessary for due FMS
procurement, that the particular patient
provides his/her tissue sample to the
company performing FMS, subject to
which the necessary analysis will be
manageable, as well as any other activities
contained in the respective ordered FMS
service. Such patient’s tissue sample shall
be provided for by the Provider.

The tissue sample should be the sample of
patient’s cancer tissue and should be
professionally taken and secured for
transportation and against its potential
damage, devaluation or destruction. For the
above purpose, the Provider may
commission the particular healthcare
provider (pathologist) with securing or
taking and preparation of the tissue sample
of the particular patient who, subject to
Provider’s instructions, shall take the
patient’s tissue sample and secure it against
potential ~ damage,  devaluation  or
destruction and shall prepare such sample
for transportation and examination for the
FMS purposes. In such event, the Provider
shall also ensure that the particular details
pertaining to the pathologist will be filled
in the Order Form in the box Pathologist.
Should the  pathologist’s  activities
hereunder be performed by the Provider
alone, the Provider shall fill in the
particular details pertaining to it into the
box named Pathologist even if such details
comply with the details already filled in the
box Treating Physician.

For the purpose under Article V.(2) hereof,
the Provider shall be obliged to acquaint
the particular pathologist with provisions
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zmluvy a je povinny zabezpecit', aby tento
patolog dodrziaval prislusné povinnosti v
rozsahu, v ktorom sa nanho vztahuju,
respektive moézu vztahovat. V tomto
ohlade poskytovatel  zodpovedda za
dodrziavanie a riadne plnenie tejto zmluvy
70 strany nim povereného patologa, akoby
ich plnil sam.

Dopravu odobratej a pripravenej vzorky
tkaniva pacienta zabezpeCuje Roche
prostrednictvom  vybranej  prepravnej
spoloCnosti, ktora mé vSetky potrebné
opravnenia na vySSie uvedent cinnost
(dalej len “prepravna spolo¢nost™).
Odovzdanie a prevzatie vzorky tkaniva
pacienta na prepravu sa uskutoéni tak, Ze
patolog, ktorého prislusné udaje su uvedené
v objednavkovom  formulari, bude
kontaktovany zakaznickym centrom Roche
prostrednictvom jeho prislusnych
kontaktnych ~ udajov  uvedenych v
objednavkovom  formulari. Zakaznicke
centrum Roche s tymto patologom dohodne
Cas, datum a miesto odovzdania a prevzatia
vzorky tkaniva pacienta. V tomto zmysle
patolog nasledne pripravi a odovzda vzorku
tkaniva pacienta prepravnej spolo¢nosti v
¢ase a na mieste dohodnutom so
zékaznickym centrom Roche, ako je
uvedené vyssie.

Spolu so vzorkou tkaniva pacienta musi
patolog prislusnej prepravnej spolo¢nosti
odovzdat aj vyplneny sprievodny formular,
oznafeny v anglickom jazyku ako
Requisition Form. Tento sprievodny
formular bude v elektronickej podobe
doruceny patologovi zdkaznickym centrom
Roche pri komunikacii podla odseku 4
vysSie spolu s pokynmi na riadnu pripravu
vzorky tkaniva pacienta a prisluSnymi
dokumentami suvisiacimi s jej prepravou.
Uvedeny sprievodny formular musi byt
riadne vyplneny tak, aby obsahoval
prislusné ndaje oznacené hviezdickou (*)
vratane udajov o poskytovatel'ovi, pricom
vSetky udaje doplnené do predmetného
sprievodného  formuldra musia byt
vyplnené v anglickom jazyku.

Pre pripad potreby rieSenia otdzok
suvisiacich s odoberanim a prepravou
vzorky tkaniva pacienta na ucely FMS je

hereof and to ensure that such pathologist
will discharge the respective obligations in
the scope pertinent to it or which may refer
to it. In this respect, the Provider shall be
liable that the pathologist commissioned by
it will adhere hereto and fulfil this
Agreement duly, as if the Provider fulfilled
such obligations itself.

Transportation of patient’s taken and
prepared tissue sample shall be ensured by
Roche through the particular shipping
company holding all necessary licences and
authorisations to provide the mentioned
activity (hereinafter referred to as the
“shipping company”). Patient’s tissue
sample handing and taking over shall be
carried out so, that the pathologist, whose
particular details have been filled in the
Order Form, shall be contacted by Roche
customer care centre using his/her contact
information specified in the Order Form.
Roche customer care centre shall agree the
time, date and place of handing over and
taking over of patient’s tissue sample with
the  pathologist. = Accordingly,  the
pathologist shall subsequently prepare and
hand over the patient’s tissue sample to the
shipping company at the time and place
agreed with Roche customer care centre as
stated hereinabove.

Together with patient’s tissue sample, the
pathologist will have to hand over the filled
in Requisition Form to the respective
shipping company (referred to in the
English language as the Requisition Form).
Such Requisition Form will be delivered to
the pathologist by Roche customer care
centre  electronically by  virtue of
communication under paragraph 4 above,
together with the instructions for proper
patient’s tissue sample preparation and
relevant documentation in connection with
its shipping. The said Requisition Form
must be duly completed so that it will
contain the respective details marked with a
star sign (*), including details pertinent to
the Provider, while all details filled in the
Requisition Form must be filled therein in
the English language.

In case any questions will have to be
addressed  concerning  taking  and
transportation of the patient’s tissue sample
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tiez nutné, aby patoldég, respektive
prislusnd osoba, ktora odoberd a/alebo
zabezpeCuje tkanivo pacienta na Ucely
prepravy, vyplnil svoje prislusné tidaje do
sprievodného formulara do ¢asti Informacie
patoldga.

Poskytovatel' nesie plni zodpovednost' za
riadne poskytovanie suCinnosti patologa
podla tohto Clanku V. zmluvy, ako aj za
jeho oboznamenie sa s obsahom tejto
sucinnosti v zmysle tejto zmluvy. Roche
nezodpovedd za obsah akychkol'vek
pripadnych zavazkov medzi
poskytovateflom a patologom v tomto
rozsahu, ako ani za akékolvek pripadné
neposkytnutie alebo vadné poskytnutie
sucinnosti patoléga, a to najmé v dosledku
toho, Ze poskytovatel neuplne, nespravne
alebo voObec neoboznamil patologa s
obsahom sudinnosti, ktora sa od neho na
zéklade tejto zmluvy moéze vyzadovat
a/alebo sa ocakava alebo akokol'vek inak

nezabezpedil poskytnutie sucinnosti
patologa v zmysle tejto zmluvy.
~ Clanok VL.
ZAVERECNA SPRAVA

S ohl'adom na vysoko odborny a vedecky
obsah zavereénej spravy FMS poskytovatel
prevezme zavereCni spravu a bude
interpretovat  pacientovi jej obsah a
vysledky analyzy v nej obsiahnuté.

Original zaverenej spravy bude doruceny
poskytovatelovi, priCom bude oznaceny
identifikacnym ¢islom objednavky
pacienta, ako sa uvadza v Clanku IV. tejto
zmluvy.

Zaverec¢na sprava bude obsahovat vysledky
odbornej analyzy prislusnej vzorky
rakovinového tkaniva pacienta a mdze tiez
obsahovat’ identifikované moznosti liecby
ochorenia pacienta, vratane moznosti lieCby
ktoré nie st registrované alebo povolené na
uzemi Slovenskej republiky.

Neregistrovanou liecbou sa rozumeju
akékol'vek lieky, zdravotnicke pomocky
alebo lieCebné postupy, ktoré v sucasnosti
alebo v Case ich zahrnutia do zaverecnej

for the FMS purposes, it shall also be
necessary that the pathologist or the person
who has taken patient’s tissue sample
and/or prepared it for transportation, will
fill in his/her relevant data into the
Requisition Form in the box Pathology
Information.

The Provider shall be fully liable for due
cooperation of the pathologist under Article
V. hereof, as well as for its acquainting
with the subject matter of such cooperation
hereunder. Roche shall neither be liable for
any eventual undertakings between the
Provider and the pathologist in this respect,
nor shall it be liable for pathologist’s
potential failure to provide cooperation or
for its defective cooperation, especially if
the Provider has provided incomplete or
incorrect  acknowledgment  to  the
pathologist or has not acknowledged the
pathologists at all with the content of
pathologist’s cooperation that may be
required and/or is anticipated from it
hereunder or if the Provider has otherwise
failed to ensure pathologist’s cooperation
hereunder.

Article VI.
THE REPORT

With respect to highly professional and
scientific content of the FMS, the Provider
shall receive the Report and shall interpret
the content thereof and the analysis results
comprised therein to the patient.

The original version of the Report shall be
delivered to the Provider and it shall be
marked  with the patient’s order
identification number as stated in Article
IV. hereof.

The Report will contain the results of
scientific analysis of patient’s cancer tissue
sample and may also contain identified
treatment options for the patient’s disease,
including such treatment options that are
not registered or approved within the
territory of the Slovak Republic.

Non-registered treatment shall mean any
drugs, medical devices or treatment
practices including any drugs, medical
devices or treatment practices which are at
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spravy st predmetom klinického alebo
iného skuSania v ramci Slovenskej
republiky, ¢lenského Statu Eurdpskej uUnie
alebo v ramci tGzemia Spojenych Statov
americkych alebo v ramci ktoréhokol'vek
in¢ho tzemia, kde sa ma uplatnit pravo
ktoréhokol'vek z vysSie uvedenych §tatov,
ktoré¢ st urcéené na liecbu [l'udského
ochorenia, a ktoré v Case pripravy
zaverecnej spravy nie su registrované alebo
povolené ako oficidlny sposob lieCby pre
konkrétne ochorenie v ramci tUzemia
Slovenskej republiky vratane akychkol'vek
uzemi, na ktorych sa ma uplatiiovat’ pravny
poriadok Slovenskej republiky.

Poskytovatel’ oboznami pacienta s obsahom
zavereCnej spravy, pricom za koneény
vyber vhodnej lieCby pre pacienta v
kazdom pripade zodpoveda sam
poskytovatel’.

Dorucovatelom zaverecnej spravy bude
spolo¢nost Foundation Medicine alebo
spolo¢nost’ Foundation Medicine Germany
GmbH, Nonnenwald 2, 82377 Penzberg,
Nemecko (dalej len “FMI Germany™) v
zavislosti od  logistickych  moZnosti
poskytovatela FMS, a to na adresu
uvedent ako sidlo poskytovatel'a uvedenu
v objednadvkovom formuléri. Poskytovatel’
zaroven berie na vedomie a suhlasi, Ze
obsah zaverecnej spravy bude
vypracovany v anglickom jazyku.

Pre pripad akychkol'vek otdzok pacienta v
suvislosti s FMS, respektive so zavere¢nou
spravou bude zriadené jednotné kontaktné
centrum Roche. Kontakt wuvedeny v
objednavkovom formulari ako Zakaznicke
centrum Roche je kontaktom na vySSie
uvedené jednotné kontaktné centrum. S
ohl'adom na predmet tejto zmluvy sa
poskytovatel zavdzuje, Ze bude v mene
pacienta komunikovat akékol'vek otazky
pacienta savisiace so zaverecnou spravou
FMS, ak tieto otazky nebude vediet
zodpovedat sdm poskytovatel. Zaroven si
Roche vyhradzuje pravo kedykol'vek pocas
procesu obstarania FMS konkrétnemu
pacientovi  kontaktovat  poskytovatel'a
prostrednictvom jednotného kontaktného
centra v pripade potreby rieSenia
konkrétnych odbornych otazok tykajucich

present or at the time of their reference
within the Report being tested clinically or
otherwise within the territory of the Slovak
Republic, the Member State of the
European Union or within the territory of
the United States of America or on
whichever other territory where laws of the
previously mentioned countries should
apply, intended for treatment of human
disease and which at the time of preparing
the Report have not been registered or
approved as the official treatment tools for
the specific disease within the territory of
the Slovak Republic including any other
territory where laws of the Slovak Republic
should apply.

The Provider shall communicate the
content of the Report to the Patient, while
solely the Provider shall always be
responsible for ultimate choice of
appropriate therapy for the patient.

The Report shall be delivered by
Foundation Medicine or Foundation
Medicine Germany GmbH, Nonnenwald 2,
82377 Penzberg, Germany (hereinafter
referred to as “FMI Germany™), depending
on logistical consideration of the FMS
provider, to the Provider’s address referred
to in the Order Form as its registered
office. The Provider also acknowledges
and agrees that the content of the Report
shall be elaborated in the English
language.

For any eventual questions of the patient in
connection with the FMS or the Report, the
common Roche contact centre will be
established. The contact referred to in the
Order Form as the Roche Customer Care
shall be the above mentioned contact to
Roche’s common customer care centre.
With respect to the subject matter hereof,
the Provider undertakes to communicate on
behalf of the patient any patient’s questions
concerning the FSM Report, if the Provider
alone cannot address such questions.
Concurrently, Roche reserves the right to
contact the Provider any time during
procurement of the FMS to the particular
patient, through Roche’s common customer
centre, in the event any professional
questions will have to be addressed
concerning the patient in this respect. The

9/26




Priloha ¢. 1 Ramcovej zmluvy o spoluprdci

Annex No. 1 to the Framework Cooperation Agreement

sa  pacienta v  tejto suvislosti.
Komunikaénym jazykom zakaznickeho
centra vysSie je anglicky jazyk, co
poskytovatel’ berie na vedomie a s ¢im
sihlasi.

Na Gely podla odseku 7 vysSie bude
zaroven kopia zavereénej spravy dorucend
aj patoloégovi, ktory zabezpecil vzorku
tkaniva pacienta podla Clanku V. tejto
zmluvy.

Clanok VII.
PLATBY

Objednavatel’ nie je opravneny uctovat
uskuto¢nenie ukonov v zmysle tejto
zmluvy ako  poskytnutie  zdravotnej
starostlivosti  Ziadnemu pacientovi ani
zdravotnej poistovni. Toto ustanovenie sa
rovnako vztahuje aj na tkony patologa. V
pripade poruSenia tohto ustanovenia zo
strany poskytovatel'a a/alebo patologa je
Roche opravnena od tejto zmluvy s
okamzitou platnost’ou odstupit.

Roche a poskytovatel' sa tiez dohodli, Ze
Roche zaplati poskytovatel'ovi odmenu za
poskytnutie  stéinnost a podporu  pri
obstarani FMS pre pacienta v zmysle tejto
zmluvy vo vySke 50 FEur na jedného
pacienta (slovom pétdesiat eur).

Zmluvné strany sa tiez dohodli, ze pre
riadne obstaranic FMS pre pacienta je
nevyhnutna podpora a sacinnost lekarov-
pracovnikov poskytovatel'a, ktorym Roche
poskytne odmenu:

onkolégovi 100 Eur za spracovanie jednej
objednavky a =za interpretaciu kazdej
zavereénej spravy, ktorej obsah
interpretoval a prezentoval pacientovi.
Patologovi 50 eur za pripravu a odoslanie
vzorky FMS na ucely pripravy reportu pre
pacienta.

Roche sa zavizuje zaplatit odmenu podla
bodov 2 a4 tohto ¢lanku jednorazovo za
obdobie uUCinnosti tejto zmluvy do
30.11.2019 a pre nasledujice obdobie vzdy
od 1.12. do 30.11. prislusného roka.
Podkladom pre vyplatenic odmien je

communication language of the customer
centre above shall be the English
language, what the Provider
acknowledges and consents to.

For the purposes under paragraph 7 above,
the copy of the Report shall be delivered
also to the pathologist who has prepared
patient’s tissue sample under Article V.
hereof.

Article VII.
PAYMENTS

The Provider must not invoice any actions
made hereunder as provision of healthcare
to any patient or health insurance company.
This provision shall apply to the actions
carried out by the pathologist accordingly.
In the event of breach of this provision by
the Provider and/or pathologist, Roche may
withdraw herefrom with immediate effect.

Roche and the Provider agree that Roche
may, subject to the Provider’s notice, pay
the compensation to the Provider for the
time spent carrying out the activities with
the patient, respectively for the purposes of
the FMS procurement to the patient
hereunder in the amount of 50 Eur.(fifty
Eur) for one patient

Roche and Provider agreed that for correct
processing of FMS for patients is necessary
support and cooperation of Provider
employees, to which Roche will provide
following payment:

e Oncolog 100 eur for processing of
order and interpretation of report,
which oncoloog interpret to patient
according final report.

e Patolog 50 eur for preparation and
sending of sample to FMS for
processing of sample.

The payments to be made under Article
VII. Hereof points 2 and 4 for period from
signature  of this agreement until
30.11.2019 and following periods always
from 1.12 untill 30.11. of actual year.
Supporting documentation is list of order
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zoznam vybavenych objednavok a vzoriek
70 strany poskytovatel'a a jeho pracovnikov
onkologov a patolégov a vyska prislusnej
odmeny.

Pripadné namietky tykajice sa zoznamu
oznami Poskytovatel' spolo¢nosti Roche
bez zbyto¢ného odkladu, najneskor viak do
desiatich (10) pracovnych dni od jeho
dorucenia.

Roche nie je povinnd zaplatit odmenu v
pripade plnenia zo strany Poskytovatel'a
ajeho pracovnikov v rozpore s touto
zmluvou, vratane, ak poskytovatel z
akéhokol'vek dévodu nesplni povinnosti a
zaviazky, na ktoré sa zaviazal touto
zmluvou.

Roche uhradi vsetky platby prevodom na
bankovy ucet poskytovatela uvedeny v
Clanku I. tejto zmluvy ana bankové Gty
pracovnikov  poskytovatela  uvedené
v Prilohe ¢. 2.

Poskytovatel berie na vedomie, Ze
akékol'vek platby uskutoénené zo strany
Roche poskytovatel'om zdravotnej
starostlivosti a/alebo  zdravotnickym
pracovnikom, vratane platieb v zmysle
Clanku VII. tejto zmluvy sa povazuju za
peniazné plnenia poskytnuté spoloc¢nostou
Roche zdravotnickym pracovnikom alebo
poskytovatelom zdravotnej starostlivosti, a
to tak podla zékona ¢. 362/2011 Z. z. o
lickoch a zdravotnickych poméckach a o
zmene a doplneni niektorych zdkonov v
zneni neskorS$ich predpisov (d’alej len
“zakon o liekoch™) ako aj podl'a zdkona
¢. 595/2003 Z. z. o dani z prijmov v zneni
neskorsich predpisov (d’alej len “zakon o
dani z prijmov”). V takomto pripade
podlicha prislusna suma penazného plnenia
zrdzkovej dani, ktorti je Roche povinna z
prislusnej sumy odviest  prislusnému
danovému Uradu. Akékol'vek penazné
Ciastky uvadzané v tejto zmluve, ktoré
maju byt vyplacané priamo
poskytovatelovi, respektive patologovi v
takom pripade predstavuji sumy vratane
zrazkovej dane, pricom poskytovatelovi
buda tieto sumy vyplatené po odpoéitani
zrazenej  zrazkovej dane v sadzbe
stanovenej platnymi pravnymi predpismi

forms and samples from Providers and its
employees and amount of payment

Provider shall notify the Roche of its
eventual objections concerning the invoice
or annexes thereto without undue delay, at
the latest within ten (10) business days
from the receipt of list of payments from
Roche.

Roche shall not be obliged to pay the
invoiced amount in the event that the issuer
therecof has acted contrary to this
Agreement, including if the Provider has
failed to discharge its obligations and
undertakings assumed hereunder

Roche shall pay all payments by means of
wire transfer to the Provider’s bank account
stated in Article 1. hereof. And bank
accounts of employees of Provider as listed
in appendix 2.

The Provider acknowledges that any
payments made by Roche to healthcare
providers and/or healthcare professionals
hereunder including payments under
Article VII. hereof, shall be considered as
monetary benefits provided by Roche to
healthcare professionals or healthcare
providers under the Act 362/2011 Coll. on
Drugs and Medical Devices, and on the
amendment to and supplementation of
certain acts, as later amended (the “Act on
Drugs™), as well as under the Act 595/2003
Coll. on Income Tax, as later amended (the
“Income Tax Act”). In such event, the
relevant amount of monetary benefit shall
be subject to the withholding tax to be
withheld by Roche and levied to the
relevant Tax Authority. Therefore, any
monetary amounts specified herein which
shall be paid directly to the Provider, or
respectively to the pathologist hereunder,
shall ~ represent amounts including
withholding tax, whereas such amounts
shall be paid to the Provider after deducting
the withheld withholding tax in the rates
specified by legal regulations applicable on
the day of their payment. The Provider
hereby declares that it agrees with such
manner of payment by Roche described
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10.

ku diu ich vyplacania.
vyhlasuje, Ze s uvedenym
thrady zo strany Roche stihlasi.

Poskytovatel
spdsobom

Poskytovatel stcasne berie na vedomie, ze
Roche je v zmysle zadkona o liekoch

povinna dva krat ro¢ne predkladat
Narodnému centru zdravotnickych
informacii sprdvu o vydavkoch na

propagéciu, marketing a na penazné a
nepenazné plnenia vratane poskytnutia
penaznych a  nepenaznych  plneni
zdravotnickym pracovnikom a
poskytovatelom zdravotnej starostlivosti v
rozsahu stanovenom zdkonom o liekoch,
pricom Udaje a informécie obsiahnuté v
tejto sprave budd nasledne zverejnené na
webovom  sidle  Narodného  centra
zdravotnickych informacii.

Poskytovatel' berie na vedomie, Ze vySsSie
uvedené ustanovenia nepredstavuja datiové
poradenstvo a slizia iba na informacné
UCely  ohladne  urCitych  zdkonnych
povinnosti platnych a uéinnych ku diu
uzavretia tejto zmluvy, ktoré sa v§ak mdézu
pocas jej trvania zmenit, ak ddjde k zmene
prisluSnych pravnych predpisov, ktoré tieto
povinnosti upravuju, a nedotykaju sa inych
povinnosti poskytovatela a Roche podla
zakona o dani z prijmov a inych vSeobecne
zaviaznych pravnych predpisov. Roche
nenesie  zodpovednost za  pripadné
porusenie akejkol'vek povinnosti zo strany
poskytovatela  vyplyvajucej mu zo
vSeobecne zavéznych pravnych predpisov.

Clanok VIII.
TRVANIE ZMLUVY

Tato zmluva sa uzatvara na dobu neurditu.

Poskytovatel a Roche sa opravneni
ukoncit’ platnost’ tejto zmluvy z dévodov a
spdsobom v zmysle vSeobecne zaviznych
pravnych predpisov a tejto zmluvy.

Roche aposkytovatel moze tiez ukoncit
platnost’ tejto zmluvy pisomnou
vypovedou aj pred uplynutim doby
uvedenej v odseku 1 tohto Clanku VIII., a
to aj bez uvedenia dévodu. Vypovedna
lehota je 30 (tridsat) dni a zadina plynat v
denn nasledujici po doruCeni vypovede

10.

herein.

The Provider concurrently acknowledges
that Roche, under the Act on Drugs, shall
be obliged to submit twice a year the report
on costs spent on promotion, marketing and
monetary and non-monetary  benefits
including provision of monetary and non-
monetary benefits to healthcare
professionals and healthcare providers, to
the extent determined by the Act on Drugs,
to the National Health Information Centre,
while data and information comprised in
such report shall be subsequently disclosed
at the website of the National Health
Information Centre.

The Provider acknowledges that the
foregoing provisions do not represent tax
advice and shall serve for the informational
purposes only concerning particular
statutory obligations valid and in force as
to the day of conclusion hereof, which may
change during the term hereof provided
that the respective legal regulations
stipulating such obligations have changed,
and shall not affect other obligations of the
Provider and Roche pursuant to the Income
Tax Act and other generally binding laws.
Roche shall not be liable for any potential
breach of any obligations of the Provider
under generally binding laws.

Article VIII.
TERM OF THE AGREEMENT

This Agreement shall be concluded for
indefinite term.

The Provider and Roche may terminate this
Agreement for the reasons and by means
according to generally binding legal
regulations and this Agreement.

Roche may also terminate this Agreement
by the means of a written notice even prior
to expiry of the term specified in Article
VIIL(1) hereof, and without any reason.
The termination period shall be 30 (thirty)
days and shall commence to run on the day
following the day of receipt of the
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poskytovatel'ovi.

Roche je tieZz opravnena od tejto zmluvy
odstipit s okamzitou  ucinnostou
momentom dorucenia pisomného
oznamenia o odstipeni od zmluvy
poskytovatelovi, ak poskytovatel' pri
plneni akychkol'vek povinnosti alebo
zavidzkov v zmysle tejto zmluvy porusi
ktorékol'vek ustanovenie vSeobecne
zaviznych pravnych predpisov, najméi

pravnych predpisov upravujicich
zaobchadzanie s lickmi, reklamu liekov
alebo samoregulacnych predpisov

profesijnych asociacii a zdruzeni na tseku
reklamy a farmaceutického priemyslu
(najmi Eticky kodex Asociacie
inovativneho farmaceutického priemyslu).
Rovnako je Roche opravnena od tejto
zmluvy odstupit’ s okamzitou ucinnostou
momentom dorucenia pisomného
oznamenia o odstipeni od zmluvy
poskytovatelovi, ak poskytovatel' porusi
niektordt z jeho zmluvnych povinnosti
uvedenych v tejto zmluve a nezabezpedi
plntl napravu nasledkov porusenia svojich
zmluvnych povinnosti v lehote urcenej v
pisomnom upozorneni Roche na porusenie
zmluvy. Narok Roche na nahradu Skody
nie je odstupenim od zmluvy dotknuty.

Zanik  platnosti  tejto  zmluvy (z
akéhokol'vek dovodu) nemd vplyv na
platnost a ucinnost tych zavidzkov a
povinnosti zmluvnych stran, ktoré maja
podla ich povahy alebo podl'a ustanoveni
tejto zmluvy pretrvat’ aj po jej zéniku. Ide
najm#, avSak nie vyluéne, o penazné a
zodpovednostné zavdzky zmluvnych stran
a zavizky tykajuce sa dodrziavania
mlcanlivosti.

Clanok IX.
DOVERNOST

Zmluvné strany sa zavdzujua zachovavat
prisnu mlc¢anlivost 0 vSetkych
skuto¢nostiach, informaciach a udajoch, o
ktorych sa dozvedeli alebo s ktorymi prisli
do styku pocas trvania alebo plnenia tejto
zmluvy alebo v suavislosti s ich ¢innostou
podla tejto zmluvy (d’alej len “doverné
informacie™). Uvedena povinnost’
zachovavat’ mlc¢anlivost’ trva bez ¢asového
obmedzenia aj po zéniku zmluvného

termination notice by the Provider.

Roche may withdraw from this Agreement
with immediate effect at the moment of
receipt of the written notice on withdrawal
herefrom by the Provider, provided that
during performance of any obligations or
undertakings hereunder the Provider has
breached any provision of generally
binding legal regulations, in particular laws
regulating handling of drugs, advertising of
drugs or self-governing regulations of the
professional associations and unions in the
field of advertisement and  the
pharmaceutical industry (mainly the Code
of Conduct of the Association of the
Innovative ~ Pharmaceutical ~ Industry).
Accordingly, Roche may  withdraw
herefrom with immediate effect at the
moment of receipt of the written notice of
withdrawal herefrom by the Provider, if the
Provider has breached any of its
contractual obligations hereunder failing to
provide for full remedy of consequences of
such breach of its contractual obligations
within the period specified in Roche’s
written notice of the breach hereof.
Roche’s right for indemnification of
damage shall not be affected by withdrawal
herefrom.

Termination hereof (for any reason) shall
not affect validity and effectiveness of
those undertakings and obligations of the
parties, which in respect of their nature or
provisions  hereof  should  survive
termination hereof. The aforementioned
comprises mainly, but not exclusively
monetary and liability obligations of the
parties and undertakings related to
maintaining of confidentiality.

Article IX.
CONFIDENTIALITY

The parties undertake to maintain strict
confidentiality about any and all facts,
information and data they have acquired or
acknowledged during the term or
performance hereof or in connection with
their activities hereunder (hereinafter
referred to as the “Confidential
Information™). The aforementioned
obligation to maintain confidentiality shall
persist beyond the termination of the
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vztahu zalozeného touto zmluvou.

Poskytovatel sa najmid zavdzuje, Ze
déverné informacie neoznami, neposkytne
ani inak nespristupni, a ani neumozni
ziskat' osobe, ktora na to nie je opravnena,
nezverejni, nezahrnie do Ziadnej publikacie
ani nepouzije vo svoj prospech alebo v
prospech tretej osoby bez
predchadzajiceho  pisomného  suhlasu
Roche a/alebo prislusnej osoby, ktora
poskytuje FMS. Zarovenn sa zavdzuje, Z¢
nespristupni spolo¢nosti Roche informéacie,
ktoré st vo vyhradnom vlastnictve tretej
osoby a na ktoré sa vztahuje povinnost
mlCanlivosti podla zékona alebo podla
osobitnej dohody s tretou osobou bez
predchadzajiceho sthlasu tejto osoby.

Povinnost zachovavat mlcanlivost sa
nevztahuje na riadne plnenie zavizkov a
povinnosti poskytovatel'a vyplyvajtcich z
tejto zmluvy a tiez na tie informacie, ktoré:
(i) su alebo sa stanil verejne zname bez
poruSenia povinnosti Roche zachovavat
mlcanlivost, (ii) v ¢ase ich poskytnutia
spolocnosti Roche boli uz spolo¢nosti
Roche zndme, ¢o je mozné preukdzat
pisomnostami zo skorSicho datumu vo

vlastnictve Roche, (iii) poskytla
spolo¢nosti Roche tretia osoba, ktora
neporusila povinnost zachovavat

mlcanlivost, (iv) je Roche povinna podla
zakona spristupnit’ Statnym organom.

Déverné informacie a akékol'vek materialy
alebo média, na ktorych st obsiahnuté, st a
ostavaju vyluénym vlastnictvom Roche a
spolo¢nosti poskytujuce;j FMS.
Poskytovatel nesmie pouzit ddverné
informacie na iné ucely, nez na poskytnutie
zdravotnej starostlivosti pacientovi podla
tejto zmluvy. Poskytovatel’ je opravneny
spristupnit  doverné informacie tretim
osobam iba v rozsahu nevyhnutnom na
riadne poskytovanie zdravotnej
starostlivosti pacientovi, ktory si objednal
obstaranie FMS a za predpokladu, Ze takéto
tretic osoby sa zaviazu dodrziavat
micanlivost  ohladne  spristupnenych
dévernych informacii v rovnakom rozsahu,
ako je zaviazany poskytovatel touto

contractual relationship hereunder and
without any limitation in time.

The Provider predominantly undertakes
that it will not communicate, offer or
otherwise  disclose the Confidential
Information, nor will it allow any
unauthorised person acquire the
Confidential Information and that it will
not publish, include into any publication or
use the Confidential Information for its
benefit or the benefit of third person
without the prior written consent of Roche
and/or the particular person providing the
FMS. Concurrently, it undertakes not to
disclose any information to Roche
exclusively owned by third person and
being subject of the confidentiality
obligation subject to law or the individual
agreement with third person without the
prior consent of such person.

The obligation to maintain confidentiality
shall not apply on the proper performance
of undertakings and obligations of Roche
hereunder, neither on the information that:
(i) are or shall become publicly known
without the breach of  Roche’s
confidentiality obligation, (ii) at the time of
its disclosure to Roche had already been
known to Roche, which can be proven by
the writings of the sooner date owned by
Roche, (iii) has been provided to Roche by
third person who had not breached the
confidentiality obligation, (iv) Roche must
disclose to the state authorities under the
law.

The Confidential Information and any
materials and media carrying such
Information do and shall remain the
exclusive property of Roche and the
company providing the FMS. The Provider
shall not be allowed to use the Confidential
Information for the other purposes than
provision of healthcare to the patient
hereunder. The Provider may disclose the
Confidential Information to third persons
only in the scope which is necessary for the
proper provision of healthcare to the
patient who has ordered the FMS
procurement and provided that such third
persons will undertake to maintain
confidentiality = about the disclosed
Confidential Information in the same scope
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zmluvou a vSeobecne zaviznymi pravnymi
predpismi. Poskytovatel je povinny na
poziadanie vratit Roche a/lebo spolocnosti
poskytujucej FMS  vsetky  doverné
informacie, ako aj akékol'vek materialy
alebo médid, na ktorych st obsiahnuté,
respektive ich v zmysle pokynov Roche
a/alebo spolocnosti  poskytujacej FMS
znicit’,

Zmluvné strany sa dohodli, Ze Roche je
oprédvnenda  spristupnit’ tretim  osobam
informacie a udaje tykajuce sa tejto
zmluvy, zahffiajuc najmd, avSak nie
vyluéne, oznaCenie poskytovatela ako
druhej zmluvnej strany tejto zmluvy
vratane jeho tdajov uvedenych v Clanku I.
tejto zmluvy, ako aj Specifikaciu predmetu
tejto zmluvy.

Clanok X.
OSTATNE DOJEDNANIA

Poskytovatel je povinny uvadzat na ucely
uzavretia a riadneho plnenia tejto zmluvy
iba pravdivé a uplné udaje a skutoCnosti,
vratane udajov o jeho osobe uvedenych v
Clanku I. tejto zmluvy.

S ohladom na predmet tejto zmluvy sa
poskytovatel’ zavidzuje poskytnit Roche v
pripade potreby a/alebo na zaklade vyzvy
Roche nevyhnutnt sucinnost, o ktord ho
Roche poziada =za ucelom riadneho
obstarania FMS pacientovi.

Zmluvné  strany  vyhlasuju, Ze s
uzatvorenim a plnenim tejto zmluvy nie su
spojené ziadne sluzby, protisluzby alebo
iné vyhody nez tie, ktoré su vyslovne
uvedené¢ v tejto zmluve. Rovnako
vyhlasuj, Ze ucelom tejto zmluvy a
pefiaznych plneni zaplatenych
poskytovatelovi zo strany Roche na jej
zaklade nie je poskytnutie akéhokol'vek
neopravneného prospechu osobam, ktoré
maju vplyv na predpisovanie, predaj alebo
vydaj vyrobkov Roche, ani neopravnené
ovplyviiovanie nezéavislého rozhodovania
tychto 0s6b vo vztahu k Roche alebo jej
vyrobkom.

Zmluvné strany sa vyslovne dohodli, ze

as applicable to the Provider hereunder and
under generally binding laws. Upon
request, the Provider shall be obliged to
return all Confidential Information as well
as any other materials or media carrying
such Information to Roche and/or the
company providing the FMS or to destroy
them in accordance of instructions of
Roche and/or the company providing the
FMS.

The parties agree that Roche may disclose
information and data related herewith to
third persons, including but not limited to
introduction of the Provider as the party
hereto including its data stated in Article 1.
hereof, as well as specification of the
subject matter hereof.

Article X.
OTHER ARRANGEMENTS

For the purposes of conclusion and proper
fulfilment hereof the Provider shall be
obliged to state only true and complete data
and facts including its data specified in
Article 1. hereof.

In view of the subject matter hereof, if
needed and/or subject to Roche’s notice,
the Provider undertakes to provide Roche
with all necessary cooperation requested by
Roche in order to duly procure the FMS to
the patient.

The parties hereto declare that no other
services, consideration or other benefits,
other than those explicitly specified herein,
relate to the conclusion and performance
hereof. Furthermore, they declare that the
purpose hereof and of the monetary
payments made hereunder by Roche to the
Provider is neither to provide any
unjustified benefit to persons having
influence on  prescription, sale or
dispensing of products of Roche, nor
unjustified tampering of independent
decision-making of such persons in relation
to Roche or its products.

The parties explicitly agree that they will
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usporiadaju pravidelné stretnutie, na
ktorom spolo¢ne vyhodnotia a prediskutuja
podstatné nalezitosti tykajice sa plnenia
predmetu tejto zmluvy.

Ak je poskytovatel = zamestnancom
zdravotnickeho zariadenia (nemocnice),
respektive pravnickej osoby, ktora je
poskytovatelom zdravotnej starostlivosti,
poskytovatel  zdroven  vyhlasuje a
potvrdzuje, ze oboznamil svojho
zamestnavatela s obsahom tejto zmluvy a
zaroven zavizne vyhlasuje a potvrdzuje, Ze
jeho zamestnavatel s wuzavretim tejto
zmluvy a obsahom jednotlivych povinnosti
a zavizkov poskytovatela v zmysle tejto
zmluvy suhlasi.

Poskytovatel nie je opravneny postapit
prava ani previest povinnosti z tejto
zmluvy, ¢i uz v celku alebo jednotlivo, bez
predchadzajuceho  pisomného  sthlasu
Roche.

Akékol'vek oznamenie, pisomnost alebo
oficialna koreSpondencia medzi zmluvnymi
stranami, ktoré maju byt podla tejto
zmluvy odovzdané alebo doru¢ené druhej
zmluvnej strane, musia byt uskuto¢nené v
pisomnej forme, pricom U€inky ich
odovzdania alebo doruCenia nastani
vyskytnutim sa skorSej z nasledovnych
skuto¢nosti: (i) prevzatie, (ii) odmietnutie
prevzatia, alebo (iii) uplynutie odbernej
lehoty na prevzatiec na poSte alebo u
kuriéra. Kazdd zmluvnd strana moZe
oznamit novli adresu na dorucovanie
oznameni, pisomnosti a koreSpondencie, a
to pisomnym oznamenim doru¢enym
druhej zmluvnej strane. Zmluvné strany st
navzdjom povinné potvrdit si prevzatie
osobne dorucenych pisomnych
dokumentov.

Zmluvné strany sa dohodli, Ze ak ma byt
akykol'vek uUkon v zmysle tejto zmluvy
urobeny v pisomnej forme, za dodrZanie
pisomnej formy sa bude povazovat aj to,
ak bol ukon urobeny prostrednictvom e-
mailu s potvrdenim o doruceni adresatovi.
Na uzavretie dodatku k tejto zmluve a na
akékol'vek jej zmeny alebo doplnenia sa
vsak toto ustanovenie nevzt'ahuje.

10. Pokial’ by ktorékol'vek ustanovenie tejto

10.

11.

arrange regular meetings where they will
evaluate and discuss the substantial facts
concerning the performance of the subject
matter hereof. Concurrently, the

If the Provider is an employee of a
healthcare facility (hospital) or of any legal
entity who is a healthcare provider, the
Provider also declares and confirms that he
has acquainted his employer with the
content hereof, and he concurrently
solemnly declares and confirms that his
employer agrees with concluding hereof
and with the scope of particular obligations
and undertakings of the Provider
hereunder.

The Provider shall not be allowed to assign
the rights or transfer any obligations
hereunder, = whether in  whole or
individually, without Roche’s prior written
consent.

Any notification, writing or official
correspondence between the parties that
should be handed over or delivered to the
other party hereunder, must be made in
writing whereas the handover or delivery
thereof shall be effective as of the moment
of one of the following events which comes
sooner: (i) takeover, (ii) refusal to takeover,
or (iii) expiry of the period for a takeover at
the post or the courier. Each party may
communicate the new address for delivery
of notifications, writings and
correspondence by the means of a written
notice delivered to the other party. The
parties are mutually obliged to confirm
each other the takeover of the writings
delivered in person.

The parties agreed that should any act
hereunder be made in writing, such written
form shall be considered as observed also
in the event that the act was made by the
means of e-mail confirmed as delivered to
the addressee thereof. Nevertheless, this
provision shall not apply to conclusion of
the amendment hereto or any other
modification or supplementation hereof.

Should any of the provisions hereof be or
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11.

12.

zmluvy bolo, alebo by sa stalo neplatnym
alebo neucinnym, ¢i uz Uplne alebo len
sCasti, ostatné ustanovenia tejto zmluvy,
ktorych sa neplatnost alebo netc¢innost
priamo netyka, tym nie st dotknuté a
ostavaju nadalej v platnosti a ucinnosti.
Zmluvné strany sa zarovein v takomto
pripade zavidzuja bez zbyto¢ného odkladu
nahradit  neplatné  alebo  nelcinné
ustanovenie zmluvy takym, ktoré bude
platné a u¢inné a ktoré bude v ¢o mozZno
najvacsej moznej miere zodpovedat’ voli a
umyslu zmluvnych strdn vyjadrenym v
neplatnom alebo ned¢innom ustanoveni.
Ak to nebude pravne mozné, na upravu
vztahu medzi zmluvnymi stranami sa
pouZije taka platna pravna Uprava, ktord sa
svojou povahou ¢o mozno najviac
priblizuje tcelu a obsahu tejto zmluvy.

Pokial' by den, kedy méa niektord zo
zmluvnych stran splnit svoj zavizok
vyplyvajaci z tejto zmluvy, pripadol na
sobotu, nedel'u, Statny sviatok alebo den
pracovného pokoja, za den, kedy sa ma
predmetny zavizok podla tejto zmluvy
najneskér splnit, sa bude povazovat
najblizsi nasledujici pracovny deri.

V pripade akychkol'vek otazok alebo
podnetov v suvislosti s predmetom tejto
zmluvy je  poskytovatel  opréavneny
kontaktovat Roche na teleféonnom ¢isle
+421 918 670154 alebo pisomne na adrese
Pribinova 7828/19 811 09 Bratislava -
Staré Mesto, respektive e-mailom na adrese
bratislava.foundationmedicine@roche.com.

Clanok XI.

SPRACUVANIE OSOBNYCH UDAJOV A

OCHRANA SUKROMIA

Ak na strane poskytovatel'a v zmysle tejto
zmluvy je fyzicka osoba - poskytovatel
zdravotnej  starostlivosti alebo ak v
suvislosti s plnenim predmetu tejto zmluvy
budu spolo¢nosti Roche poskytnuté osobné
udaje fyzickych oséb - poskytovatel'ov
zdravotnej starostlivosti, Roche bude tieto
udaje spracavat v sulade s Nariadenim
Europskeho parlamentu a Rady (EU)
2016/679 z 27. aprila 2016 o ochrane
fyzickych o0séb pri spractvani osobnych
Gdajov a o volnom pohybe takychto
udajov, ktorym sa zruSuje smernica

12.

13.

have become invalid, ineffective or
unenforceable in  whole or in part,
effectiveness or enforceability of the
remaining provisions hereof shall not be
affected thereby and they shall remain valid
and effective henceforward. In such case
the parties also undertake to substitute such
invalid or ineffective provision hereof
without undue delay with a valid and
effective provision which shall correspond
to their initial will and intention comprised
in the invalid or ineffective provision the
most. If it is not legally possible, the
relation between the parties shall be
regulated by the legal regulation that by its
nature corresponds to the purpose and
contents hereof as much as possible.

Should the day when any of the parties
should perform their obligation hereunder
fall on Saturday, Sunday, state holiday or
the rest day, the next business day
following such day shall be considered as
the day when the respective obligation
hereunder shall be performed at the latest.

In the event of any questions or incentives
in connection with the subject matter
hereof, the Provider may contact Roche
telephonically at +421 918 670154 or in

writing by mail at the address
Pribinova 7828/19 811 (09 Bratislava -
Staré Mesto or by e-mail at

bratislava.foundationmedicine@roche.com.

Article XI.

PERSONAL DATA PROCESSING AND

PRIVACY PROTECTION

Provided that a natural person — healthcare
provider acts as the Provider for the
purposes hereof of if any personal data of
natural persons - healthcare providers will
be disclosed to Roche in connection with
performance of the subject matter hereof,
Roche shall process such personal data
according to the Regulation (EU) 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, and repealing
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95/46/ES (vSeobecné nariadenie o ochrane
udajov) a zdkonom ¢. 18/2018 Z. z o
ochrane osobnych udajov a o zmene a
doplneni niektorych zakonov, platnym v
Slovenskej republike.

Roche bude spractuvat prislusSné osobné
udaje  dotknutych o0séb v rozsahu
nevyhnutnom na ucel plnenia predmetu
tejto zmluvy a obstarania FoundationOne®
CDx pacientovi, pricom takéto spractivanie
osobnych udajov dotknutych o0s6b je
nevyhnutné za ucelom riadneho plnenia
predmetu tejto zmluvy a obstaravania
FoundationOne® CDx pacientovi. Z tohto
dévodu je spractivanie osobnych udajov
dotknutych o0s6b nevyhnutné na ucel
opravnenych zaujmov Roche obstarat’
FoundationOne® CDx pacientom a
opravnenych zaujmov pacienta, ktory si
obstaranie FoundationOne® CDx objednal.
Zaroven je takéto spracuvanie osobnych
Gdajov nevyhnutné na riadne plnenie
zmluvnych povinnosti zmluvnych stran v
zmysle tejto zmluvy.

S ohl'adom na vysSie uvedené bude Roche
spracivat  prislusné  osobné  udaje
dotknutych os6b aj bez ich stihlasu.

Na vysSSie ucel bude Roche prislusné
osobné udaje spracuvat a uchovavat po
dobu nevyhnutn na dosiahnutic tohto
ucelu, najmenej vSak po dobu trvania
platnosti tejto zmluvy, pricom Roche bude
spracvat iba uadaje, ktoré shvisia s
vykonom a poskytovanim zdravotnej
starostlivosti prislusnych dotknutych osoéb a
nezamysla a nema zaujem spractuvat
ziadne osobné udaje sukromnych fyzickych
0s0b.

Za uéelom uvedenym v tomto Clanku XI.
mézu byt prislusné osobné Udaje
predmetom cezhraniéného prenosu v ramci
Clenskych Statov Eurdpskej tnie alebo aj v
ramci krajin, ktoré su zmluvnou stranou
Dohody o Eurépskom hospodarskom
priestore a tiez krajin nezarucujucich
primerani  Grovent ochrany osobnych
Gdajov, ktorymi su Spojené Staty americké.
V tomto ohlade Roche moéZe spristupnit’

Directive 95/46/EC (General Data
Protection Regulation) and the Act 18/2018
Coll. on Personal Data Protection, and on
amendment to and supplementation of
certain acts, applicable in the Slovak
Republic.

Roche shall process the respective personal
data of data subjects in the scope necessary
for the purpose of fulfilment of the subject
matter hereof and the FoundationOne®
CDx procurement to the patient, while such
personal data processing shall be necessary
for due fulfilment of the subject matter
hereof and due procurement of the
FoundationOne® CDx to the patient. For
this reason, processing of personal data of
data subjects shall be necessary for the
purpose of legitimate interests pursued by
Roche to duly procure the
FoundationOne® CDx to the patient and
legitimate interests of the patient who has
ordered the FoundationOne®  CDx
procurement. Concurrently, such personal
data processing shall be necessary for due
fulfilment of contractual obligations of the
parties hereunder.

Taking the foregoing into consideration,
Roche shall process the respective personal
data of data subjects even without their
consent thereto.

For the purpose referred to above, Roche
shall process and store the respective
personal data for the period necessary for
its achievement, but for the minimum
period of the term hereof, while Roche
shall only process the data which relate to
carrying out and providing of healthcare by
respective data subjects, and Roche does
not intend and is not interested in
processing of any personal data of private
persons.

For the purposes under this Article XI., the
respective personal data may be subject to
cross — border transfer within the Member
States of the European Union or signatory
countries to the European Economic Area,
as well as the countries not guaranteeing
sufficient level of protection of personal
data, such as the United States of America.
In this respect, Roche may disclose
respective personal data to F. Hoffmann-La
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prislusné osobné¢ udaje spolo¢nosti F.
Hoffmann-La Roche, spolo¢nosti FMI
Germany, ako aj spolo¢nosti Foundation
Medicine, ktord je certifikovand podla Stitu
na ochranu osobnych udajov medzi
Europskou tUniou a Spojenymi Statmi
americkymi (EU-US Privacy Shield), ktory
je podla rozhodnutia Europskej komisie o
primeranosti  (¢lanok 45  vSeobecného
nariadenia o ochrane udajov) povazovany
za zaruku primeranej urovne ochrany
udajov porovnatelnej s troviiou ochrany v
Eurépskej tnii.

V sailade s uplatnitelnymi pravnymi
predpismi v oblasti ochrany 0dajov ma
prislusnd dotknutd osoba, ktorej osobné
udaje st predmetom spractivania, pravo

- pozadovat informéacie o spractvanych
udajoch a ziskat’ képiu takychto tdajov
(prévo na pristup);

- na opravu nespravnych osobnych
udajov alebo s prihliadnutim na ucely
spracivania poziadat o doplnenie
neaplnych Gdajov (pravo na opravu);

- na vymaz osobnych udajov v rozsahu a
z dévodov stanovenych v
uplatnitelnych pravnych predpisoch
(prévo byt zabudnuty);

- v rozsahu, ktory spiﬁa zékonné
poziadavky, na obmedzenie
spracuivania osobnych udajov (préavo na
obmedzenie spractivania);

- v rozsahu, ktory spiila zakonné
poziadavky, prijat akékol'vek osobné
Gdaje poskytnuté spolo¢nosti Roche v
Strukturovanom, spolo¢ne pouzivanom
a strojovo Citatelnom formate a
preniest  uvedené udaje  inému
prevadzkovatelovi alebo ak je to
technicky uskuto¢nitelné, dat’ preniest
osobné uadaje (prdvo na prenosnost
Udajov);

- nepodlichat automatizovanému
individudlnemu rozhodovaniu, ak nie
si splnené zakonné poziadavky.
Automatizované individualne
rozhodovanic sa v danom pripade
neuskutociuje;

- namietat v stlade s uplatnitelnym
pravom proti akémukol'vek

Roche, FMI Germany, as well as to
Foundation Medicine, which is certified
under the EU-US Privacy Shield which is
considered, under an adequacy decision of
the European Commission (Article 45 of
the General Data Protection Regulation), to
guarantee an adequate level of data
protection, comparable to the level of
protection in the European Union.

In accordance with applicable data
protection laws, the respective data subject
whose personal data are subject to
processing, the right

- to request information on the data
processed, and to obtain a copy of such
data (right of access);

- to the rectification of inaccurate data
or, taking into account the purposes of
the processing, request the completion
of incomplete data (right to
rectification);

- to the erasure of personal data to the
extent that one of the grounds provided
for by statutory law applies (right to be
forgotten);

- to the extent that the statutory
requirements are fulfilled, to the
restriction of processing of personal
data (right to restriction of processing);

- to the extent that the statutory
requirements are fulfilled, to receive
any personal data provided to Roche in
a structured, commonly used and
machine-readable format and to
transmit those data to another
controller or, where technically
feasible, have the personal data
transmitted (right to data portability);

- not to be subject to automated
individual decision-making if the
statutory requirements are not fulfilled.
Automated individual decision-making
is not taking place in this case;

- to object in accordance with applicable
laws, to any processing of personal
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spracivaniu osobnych udajov
zalozenému na  zdbvodneni, ze
spraciivanie je potrebné na ucely
legitimnych  zaujmov  sledovanych
spolo¢nost’ou Roche (pravo namietat’);

- ak je spractvanic osobnych udajov
zalozené na suhlase dotknutej osoby,
kedykol'vek  odvolat  sthlas  so
spracvanim osobnych udajov bez
toho, aby bola dotknutd zakonnost
spractvania zaloZeného na suhlase pred
jeho odvolanim;

- podat prisluSnému organu na ochranu
osobnych tudajov navrh na zacatie
konania, ak je prislu§na dotknuta osoba
presvedcena, Ze bola priamo dotknuté
na svojich pravach tykajacich sa
ochrany osobnych udajov.

Prislusnym orgadnom na ochranu osobnych
tidajov v Slovenskej republike je Urad na
ochranu osobnych udajov  Slovenskej
republiky, Hrani¢na 12, 820 07 Bratislava
217.

?lénok XII.
ZAVERECNE USTANOVENIA

Tato zmluva nadobuda platnost’ a t¢innost
diiom jej podpisania oboma zmluvnymi
stranami. Ak sa v zmysle osobitného
v§eobecne zdvézného pravneho predpisu
vyzaduje povinné zverejnenie tejto zmluvy,
nadobida tiato zmluva uCinnost diom
nasledujicim po dni jej zverejnenia. Pre
takyto pripad sa ustanovenia Clanku VII.
tejto zmluvy, Specifikujuce jednotlivé
platby, povazuja za dbéverné, a to bez
dotknutia sa ostatnych ustanoveni tejto
zmluvy  upravujicich  dovernost a
povinnost® jej zachovania zmluvnymi
stranami.

Tato zmluva sa vyhotovuje v dvoch (2)
rovnopisoch v slovensko-anglickom znenf,
po jednom pre kazdu zmluvnu stranu. V
pripade akychkol'vek rozporov medzi
slovenskym a anglickym znenim tejto
zmluvy ma prednost jej slovenska
jazykova verzia.

Akékol'vek dodatky a/alebo zmeny tejto
zmluvy sa platné len v pisomnej forme, po
ich odsthlaseni a podpisani oboma

data based on the grounds that the
processing is necessary for the
purposes of legitimate interests pursued
by Roche (right to object);

- if data processing is based on data
subject’s consent, to withdraw the
consent to personal data processing at
any time without affecting the
lawfulness of processing based on the
consent before its withdrawal;

- to lodge a complaint with respective
data protection authority, if the
respective data subject is convinced
that his/her rights concerning the
personal data protection have been
directly infringed.

7. The personal data protection authority in

the Slovak Republic is the Office for
Personal Data Protection of the Slovak
Republic, Hrani¢na 12, 820 07 Bratislava
217.

Article XII.
FINAL PROVISIONS

This Agreement shall become valid and
effective on the day of its execution by
both parties. If, under special generally
binding law, mandatory disclosure of this
Agreement is necessary, this Agreement
shall become effective on the day
following the day of its disclosure. In such
an event, Article VII. hereof shall be
considered confidential in the scope
specifying individual payments, and
without prejudice to other provisions
hereof specifying confidentiality obligation
and its maintaining by the parties.

This Agreement is being concluded in two
(2) counterparts in Slovak-English wording
with each party receiving one counterpart
hereof. In the event of any discrepancies
between Slovak and English wording
hereof, the Slovak language version shall
have priority.

Any amendments and/or modifications
hereof shall be valid only if made in
writing and agreed and executed by both
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10.

zmluvnymi stranami.

Tato zmluva so vSetkymi jej prilohami
predstavuje Uplni a celd dohodu medzi
zmluvnymi stranami s ohl'adom na predmet
tejto  zmluvy.  Prilohy  predstavuja
neoddeliteln’ stiCast’ tejto zmluvy a Ziadne
z ustanoveni tejto zmluvy sa nemdze
vykladat’ bez prihliadnutia na jej prilohy. V
pripade  rozporu  medzi  obsahom
ktorejkol'vek prilohy a obsahom tejto
zmluvy ma prednost’ obsah tejto zmluvy.

Tato zmluva sa uzatvara, riadi a vyklada v
zmysle zakonov platnych v Slovenskej
republike a najmé zékona ¢. 513/1991 Zb.
Obchodny zakonnik v zneni neskorSich
predpisov.

Akékol'vek spory vyplyvajuce z tejto
zmluvy, vratane sporov o platnost tejto
zmluvy, jej vyklad alebo vyhlasenie tejto
zmluvy za neplatni, bud( rozhodnuté
prislusnymi stdmi Slovenskej republiky.

Ustanovenia tejto zmluvy nesmu byt
vykladané v prospech alebo neprospech
ktorejkol'vek zmluvnej strany iba preto, Ze
navrh jej znenia bol vypracovany jej
pravnym poradcom.

Kazda zmluvna strana je povinnd si hradit
vSetky naklady a vydavky, ktoré jej vznikli
v suvislosti s pripravou, uzavretim a
podpisanim tejto zmluvy.

Zmluvné strany vyhlasuja, Ze ich zmluvna

volnost nebola ziadnym  spOsobom
obmedzena, a Ze tato zmluva nebola

uzavretd v tiesni za napadne nevyhodnych
podmienok, ani v omyle.

Zmluvné strany vyhlasuja, Ze st plne
spdsobilé na pravne ukony, ze text tejto
zmluvy je uritym a zrozumiteI'nym
vyjadrenim ich vaznej a slobodnej vole byt
flou viazané, a Ze si zmluvu a vSetky jej
prilohy riadne pred jej podpisom precitali,
tymto v celom rozsahu porozumeli a na
znak suhlasu s ich obsahom k tejto zmluve
pripajaju svoje vlastnoru¢né podpisy.

10.

parties.

This Agreement together with all its
annexes represents the entire and complete
agreement between the parties with respect
to the subject matter hercof. The annexes
attached hereto form the integral part
hereof and none of the provisions hereof
can be construed without regard to its
pertinent annex. In the event of discrepancy
between the content of any annex hereto
and the content hereof, the content hereof
shall prevail.

This Agreement shall be concluded,
regulated and construed in pursuance of
laws valid in the Slovak Republic and in
particular of the Act 513/1991 Coll. the
Commercial Code, as later amended.

Any disputes arising herefrom including
the disputes related to validity hereof, its
interpretation and declaration of invalidity,
shall be resolved by the courts of the
Slovak Republic.

The provisions hereof shall not be
construed in favour or to the detriment of
any party only for the reason that its
wording has been drafted by its legal
consultant.

Each party shall be obliged to pay all its
costs and expenditures incurred in relation
to preparing, conclusion and execution
hereof.

The parties represent that their contractual
freedom has not been restricted in any

manner  whatsoever and that this
Agreement has neither been entered into in
distress nor under obviously

disadvantageous conditions or in error.

The parties represent to be fully capable to
take acts in law and that the wording hereof
specifically and comprehensibly expresses
their serious and free will to be bound
thereby. They further represent to have
read this Agreement prior to its signing,
understood its entire content and in witness
of their approval thereof they are attaching
their genuine signatures hereinbelow.
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Roche Slovensko, s.r.o.

Meno / Name: Marian Zabka
Funkcia / Position: konatel’
/ Managing Director
Datum / Date: 30.04.2019

Meno / Name: Martin Fudik
Funkcia / Position: Prokurista/Proxy
Datum / Date: 30.04.2019

[POSKYTOVATEL / PROVIDER]

Meno / Name; MUDr. Peter Vanék
Funkcia / Position: riaditel’
Datum / Date: 17.04.2019
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Priloha €. 1/ Annex No. 1
Zoznam FMS a ich Specifikdcia / List of FMS and their specification

1. FoundationOne® CDx

FOUNDATION ONE

pozostava  z
jednotlivych analytickych a d’al§ich s nimi
suvisiacich odbornych ukonov, ktoré mézu
odhalit viacndsobné genomové mutécie,
ktoré mézu spdsobovat’ rast rakoviny u
konkrétneho pacienta, ako aj navrhnat
ciclen¢ moznosti liecby, ktoré by v
konkrétnom pripade rakoviny pacienta mohli
byt ulinnymi. Takéto cielené moZnosti
liecby su viazané bud’ na konkrétny typ
nadoru pacienta alebo na iny druh rakoviny.
Pacient a lekar mézu posudit’ prislusné udaje
dostupné v kontexte konkrétnej situacie
pacienta za ucelom urenia moznych
variantov liecby.

FoundationOne® CDx vytvorila a jej
vykonové charakteristiky stanovila
spolo¢nost’ Foundation Medicine.
FoundationOne® CDx nebola schvélena
Uradom pre kontrolu potravin a liegiv v
USA  (United States Food and Drug
Administration (FDA) (dalej len “FDA™).
FDA rozhodla, ze takéto schvélenie nie je
potrebné. FoundationOne® CDx sa modze
pouzivat na klinické ucely a nema byt
povazovana len za investigativnu ¢i sluZiacu
len na ucely vyskumu. Klinické referencné
laboratérium spolo¢nosti Foundation
Medicine je podla Clinical Laboratory
Improvement Amendment of 1988 (CLIA)
opravnené¢ vykonavat vysoko-komplexné
klinické testovania.

Diagnosticka vyznamnost’:
FoundationOne® CDx identifikuje
jednotlivé gendémové mutacie a uréi tak
konkrétne rakovinové gény alebo ich Casti
(biomarkery). V niektorych pripadoch
sprava z testovania taktiez zvIlast upozorni
na vybraté negativne vysledky testov
tykajace sa biomarkerov, ktoré su klinicky
vyznamné.

Odborné postudenie mutacie (ekvivokalna
(nejasna) a  subklonalna):  Mutacia
oznaCend ako “amplifikacia — ekvivokalna™
znamena, Ze¢ analyza FoundationOne® CDx
poskytla urcité, ale nie jednoznacné dékazy

1. FoundationOne® CDx

FOUNDATION ONE

comprise  of
individual analytic and other thereto related
professional activities that can reveal
multiple genomic alterations that may drive
the growth of an individual patient’s cancer,
along with targeted therapies that may work
for this individual patient’s cancer. These
targeted therapies are approved either for the
patient’s tumour type or for another tumour
type. Patient and doctor can evaluate the data
available in the context of the patient’s
unique situation to determine possible
treatment options.

FoundationOne® CDx was developed and
its performance characteristics determined
by Foundation Medicine. FoundationOne®
CDx has not been cleared or approved by
the United States Food and Drug
Administration (hereinafter referred to as the
“FDA™). The FDA has determined that such
clearance or approval is not necessary.
FoundationOne® CDx may be used for
clinical purposes and should not be regarded
as purely investigational or for USA
research only. Foundation Medicine’s
clinical reference laboratory is certified
under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA) as qualified to
perform high-complexity clinical testing.

Diagnostic Significance: FoundationOne®
CDx identifies alterations to select cancer-
associated genes or portions of genes
(biomarkers). In some cases, the
FoundationOne®  CDx  Report  also
highlights selected negative test results
regarding biomarkers of clinical
significance.

Qualified Alteration Calls (Equivocal and
Sub-clonal):  An alteration denoted as
amplification “equivocal” implies that
FoundationOne® CDx assay data provide
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10.

0 tom, Ze pocet kopii génu prevysuje hranicu
urCujicu amplifikaciu (zmnoZenie) kopil
génu. Hranica, ktori FoundationOne® CDx
pouziva na identifikdciu amplifikacie kopii
génu v pripade ERBB2 je pat (5) a Sest’ (6)
v pripade vSetkych ostatnych génov.
Naopak, ak analyza ozna¢i mutdciu ako
.strata — ekvivokdlna®, znamena to, Ze
vysledky FoundationOne® CDx analyzy
ponukaja urcité, ale nie jednoznatné dokazy
o homozygotnej delécii daného génu. Ak je
mutacia oznacend za .,subklonalnu®, ide o
taki mutéciu, ktoru analytickd metoda
FoundationOne® CDx identifikovala ako
pritomni u menej ako 10% analyzovangj
DNA karcinému.

Zavereénd sprava FoundationOne® CDx
obsahuje analyzy peer-reviewed Studii (1. ].
studii posadenych vyznamnymi odbornikmi
v danej oblasti) a inych verejne dostupnych
informacii identifikovanych spolo¢nostou
Foundation Medicine: tieto analyzy a
informacie mézu zahrfiiat spojitosti medzi
molekularnou mutaciou (alebo
nepritomnostou mutacie) a jednym alebo
viacerymi liekmi s potencidlnym klinickym
prinosom (alebo potencidlnym nedostatkom
klinického prinosu), vratane liekov, ktoré su
prave v §tadiu klinického vyskumu.

POZNAMKA: V pripade zistenia mutacie
biomarkeru, nemusi takéto  zistenie
nevyhnutne  indikovat  farmakologickl
ucinnost’ (alebo nedostatok farmakologickej
ucinnosti) lieku ¢&i liecby. Ak analyza
nepreukdze ziadne zmeny (mutéacie) Vv

biomarkeroch, takéto =zistenic nemusi
nevyhnutne indikovat nedostatok
farmakologicke;j ucinnosti (alebo

farmakologicku ucinnost) daného lieku ¢i
liecby.

Mutacie a lieky nie si uvadzané v poradi
svojej vyznamnosti: V zavereénej sprave
FoundationOne® CDx nie su mutacie

biomarkerov  ani  lieky  spajané s
potencialnym klinickym prinosom (alebo
potencialnym  nedostatkom  klinického

prinosu) zoradené podl'a potencialnej alebo
predikovanej U€innosti.

Uroveii dokazov sa neuvadza: Licky s
potencialnym klinickym prinosom (alebo

10.

some, but not unambiguous, evidence that
the copy number of a gene exceeds the
threshold for identifying copy number
amplification. The threshold used in
FoundationOne® CDx for identifying a
copy number amplification is five (5) for
ERBB2 and six (6) for all other genes.
Conversely, an alteration denoted as “loss —
equivocal” implies that FoundationOne®
CDx assay data provide some, but not
unambiguous, evidence for homozygous
deletion of the gene in question. An
alteration denoted as “sub-clonal” is one that
FoundationOne® CDx analytical
methodology has identified as being present
in <10% of the assayed tumour DNA.

The FoundationOne® CDx Report
incorporates analyses of peer-reviewed
studies and other publicly available
information identified by Foundation
Medicine; these analyses and information
may include associations between a
molecular alteration (or lack of alteration)
and one or more drugs with potential clinical
benefit (or potential lack of clinical benefit),
including drug candidates that are being
studied in clinical research.

NOTE: A finding of biomarker alteration
does not necessarily indicate pharmacologic
effectiveness (or lack thereof) of any drug or
treatment regimen; a finding of no
biomarker alteration does not necessarily
indicate lack of pharmacologic effectiveness
(or effectiveness) of any drug or treatment
regimen.

Alterations and Drugs Not Presented in
Ranked Order: In the FoundationOne®
CDx Report, neither any bio- marker
alteration, nor any drug associated with
potential clinical benefit (or potential lack of
clinical benefit), are ranked in order of
potential or predicted efficacy.

Level of Evidence Not Provided: Drugs
with potential clinical benefit (or potential
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11.

12.

13.

14.

potencidlnym  nedostatkom  klinického
prinosu) nie st posudzované ¢o do zdroja ¢i
urovne publikovanych dokazov.

Bez zaruky klinického prinosu: Zavereéna
sprava FoundationOne® CDx neposkytuje
ziaden prisl'ub alebo zéaruku, Ze ten-ktory
liek bude ucinny v lie¢be ochorenia u toho-
ktorého pacienta. Tato sprava rovnako nic je
prislubom alebo zarukou, ze liek s
potencialnym  nedostatkom  klinického
prinosu v skuto¢nosti nebude mat vdbec
ziaden klinicky prinos.

Bez zairuky uhrady zo zdravotného
poistenia: Foundation Medicine ani Roche
nedava ziaden prisf'ub alebo zaruku, Ze
zdravotna poistoviia alebo ina tretia strana,

¢i uz sukromna alebo S$tatna, uhradi
pacientove naklady spojené ]
FoundationOne® CDx.

Za  rozhodnutia  ohPadom liecby
zodpoveda oSetrujuci lekar: Lieky
uvadzané v zavereénej sprave

FoundationOne® CDx nemusia byt pre
daného pacienta vhodné. Vyber nicktorych,
vSetkych alebo ziadnych lickov spajanych s
klinickym prinosom (alebo potencialnym
nedostatkom klinického prinosu) je uplne v
kompetencii oSetrujuceho lekéra pacienta.
Osetrujuci lekar vSak musi predtym, ako
pacientovi  lieCbu  odporuc¢i,  zvazit
informacie obsiahnuté v tejto zaverecnej
sprave ako aj vSetky iné relevantné
informacie vo vztahu k danému pacientovi.

Rozhodnutia tykajice sa starostlivosti o
pacienta a jeho lieCby sa musia zakladat na
nezavislom lekarskom usudku o$etrujiceho
lekéara, ktory =zvazi vSetky relevantné
informéacie tykajice sa ochorenia pacienta,
ako s0 napriklad rodinnd anamnéza,
fyzikalne  vySetrenia, vysledky inych
diagnostickych testov a preferencie pacienta
v stulade s normami stanovenymi pre
zdravotnu starostlivost v danej krajine.
Rozhodnutie oSetrujuceho lekara sa nesmie
zakladat len na vysledkoch jedného
testu/vySetrenia, ako su napriklad testy
obsiahnuté v ramci FoundationOne® CDx,
alebo len na informaciach obsiahnutych v
zavereénej sprave FoundationOne® CDx.

11.

12.

13.

14.

lack of clinical benefit) are not evaluated for
source or level of published evidence.

No Guarantee of Clinical Benefit: The
FoundationOne® CDx Report makes no
promises or guarantees that a particular drug
will be effective in the treatment of disease
in any patient. This Report also makes no
promises or guarantees that a drug with
potential lack of clinical benefit will in fact
provide no clinical benefit.

No Guarantee of Reimbursement:
Neither Foundation Medicine nor Roche
makes any promises or guarantees that a
healthcare provider, insurer or other third
party  payer,  whether private or
governmental, will reimburse a patient for
the cost of FoundationOne® CDx.

Treatment Decisions are Responsibility of
Physician: Drugs referenced in the
FoundationOne® CDx Report may not be
suitable for a particular patient. The
selection of any, all or none of the drugs
associated with potential clinical benefit (or
potential lack of clinical benefit) resides
entirely within the discretion of the treating
physician of the patient. Indeed, the
information in the FoundationOne® CDx
Report must be considered in conjunction
with all other relevant information regarding
a particular patient, before the patient’s
treating physician recommends a course of
treatment.

Decisions on patient care and treatment must
be based on the independent medical
judgment of the treating physician, taking
into consideration all applicable information
concerning the patient’s condition, such as
patient and family history, physical
examinations information from  other
diagnostic tests, and patient preferences, in
accordance with the ten standard of care in a
given community. A treating physician’s
decisions should not be based on a single
test, such as the tests comprised in
FoundationOne® CDx, or the information
contained in the FoundationOne® CDx
Report.
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15. Ur¢ité charakteristiky vzorky alebo mutacie | 15. Certain sample or variant characteristics
moézu viest k zniZenej citlivosti. Sem patria may result in reduced sensitivity. These
subklonalne mutacie u heterogénnych include: sub  clonal alterations in
vzoriek, nizka kvalita vzorky alebo heterogeneous samples, low sample quality
homozygotna strata < 3 exony, a delécia a or with homozygous losses of < 3 exons;
inzercia (adicia) > 40 bp, alebo pri and deletions and insertions > 40 bp, or in
repetitivnych  sekvenciach/sekvenciach s repetitive/high homology sequences.
vysokou homolégiou. FoundationOne® FoundationOne® CDx is performed using
CDx test pouziva DNA ziskana z DNA derived from tumour, and as such
karcinbmu, a preto sprdva nemusi germ-line events may not be reported. The
informovatt o mutaénych udalostiach. following targets typically have low
Nasledujice ciele zvyCajne maju nizke coverage resulting in a reduction in
pokrytie, ktoré ma za vysledok zniZenie sensitivity: SDHD exon 6 and TP53 exon 1.
citlivosti: SDHD exo6n 6 a TP53 exén 1.
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