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OBJEDNAVKA DIGITALNICH PRODUKTU NEBO SLUZEB

Po podpisu smluvnimi stranami se tato Objednavka ridi a je prostiednictvim odkazu za¢lenéna do Obchodnich podminek pro digitalni
produkty a sluzby (,Smlouva*) uzavienych mezi spoleénosti ROCHE a ZAKAZNIKEM. Veskeré pojmy uvadéné s velkym pismenem, které
nejsou definovany v této Objednavce, si zachovaji stejny vyznam, jaky maji ve Smlouvé. Podminky této Objednavky plati vyhradné pro IT
Regeni v ni popsana a zadnym zpasobem neovliviiuji ani neméni podminky jakékoliv jiné Objednavky za¢lenéné do Smlouvy pied datem
Gcinnosti této Objednavky nebo po ném.

Smluvni strany

Néazev subjektu: ROCHEs.r.0.
Sidlo: Sokolovskéa 685/136f, Karlin, 186 00 Praha 8
ICo: 49617052
DIC: CZ49617052
Zé&pis v OR: C 13202 vedena u Méstského soudu v Praze
Zastupuje: RNDr. Tomas Petr, jednatel
Mohamed Anis Rahache, jednatel
Bankovni spojeni: UniCredit Bank Czech Republic and Slovakia, a. s.
Cislo Gétu: 2102556818/2700

(déale jen ,ROCHE")

a
Néazev subjektu: Fakultni nemocnice Plzen

Sidlo: Plzef, Jizni Predmésti, Edvarda Benese 1128/13, PSC 30100
Ico: 00669806

Zastupuje: MUDT. Véclav Simanek, Ph.D., Feditel

(dale jen ,ZAKAZNIK*)

Podminky

Spoleénost ROCHE a ZAKAZNIK se dohodli nasledovné:

1. PopisIT FeSeni
Spoleénost ROCHE ZAKAZNIKOVI poskytne nasledujici IT Reseni:
- Elecsys® GAAD algortimus
2. Opréavnéniuzivatelé
Poé&et osob u ZAKAZNIKA, ktefi maji povolen pistup a pouzivani IT Redenf:
- maximalné 5 osob

3. Integraénisluzby
Spoleénost ROCHE poskytne v souvislosti s IT ReSenimi nasleduijici Integraéni sluzby:
- Zpristupnéni a zaskoleni v uzivatelském prostredi platformy. Administrovano firmou Roche.

4.  Sluzby poskytované spoleénosti ROCHE
Bé&hem Doby platnosti objednavky poskytne spoleénost ROCHE v souvislosti si IT ReSenimi nasledujici Sluzby:
- administratorska a servisni podpora celého reSeni zahrnujici jak softwarové aktualizace tak také pripadné ad-hoc zasahy
dle nutnosti.

5. Doba platnosti objednavky

Tato Objednavka zaéne platit k DATU SPUSTENI a bude platit dalsich 12 mésict, pokud nebude dfive ukonéena v souvislosti s
podminkami této Smlouvy. ,DATUM SPUSTENI* je definovano jako datum uvedeni do provozu.
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Poplatek

ROCHE s.r.o. Doc ID: 131380-2pj-v3

ROCHE poskytne vy3e zminéné IT FeSeni za 370 K& bez DPH / jeden vypoéet. ROCHE za$le ZAKAZNIKOVI fakturu s pfesnym
pocétem provedenych vypocta vzdy na konci kalendarniho étvrtleti. Splatnost faktury ¢ini 60 dni.

Smlouva o zpracovani osobnich tdaja

V pripadé, ze IT reSeni nebo Sluzby poskytované spole¢nosti ROCHE na zakladé této Objednéavky vyzaduji zpracovani jakychkoli
Osobnich Gdaju spole¢nosti ROCHE, uzaviou strany Smlouvu o zpracovani osobnich Gdajd uvedenou v Priloze 1 této
Objednavky, ktera bude tvorit nedilnou sou¢ast Smlouvy véetné Ramcovych podminek zpracovani osobnich Gdaju.

Specifikace IT feSeni

Elecsys® GAAD je digitalni nastroj s ozna¢enim CE pro pomoc pri diagnostice raného stadia HCC

Dostupnost Webova stranka navify Portal
https://elecsys-gaad.navify.com/
Pristup Prihlaseni konkrétniho zakaznika pro kazdé pouziti
Vkladani dat Manualné prostrednictvim webové stranky
Typy dat AFP hodnota
PIVKA hodnota
Pohlavi
Veék
Vysledny typ dat GAAD skore s “pozitivnim/negativnim” vysledkem a ¢iselnou hodnotou

Interpretace vysledku

Komunikace vysledk

Jako PDF mozné ke stazeni

Vyména dat

V8echna data jsou zasilana prostrednictvim standardu: HTTPSa TLS 1.2
nebo 1.3

*podpisova strana nasleduje*
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NA DUKAZ VYSE UVEDENEHO uzaviely smluvni strany tuto Objednavku prost¥ednictvim svych opravnénych zastupct k vyse
uvedenému datu.

ROCHE
Podpis:

Jméno:

Datum:

Podpis:

Jméno:

Datum:

Fakultni nemocnice Plzen
Podpis:

Jméno:

Datum: 28.12 202
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Priloha 1
Smlouva o zpracovani osobnich Gdajl

mezi
ZAKAZNIK
- Spravce Udajl -
- déle jako ZAKAZNIK -
a
PRIDRUZENA SPOLECNOST ROCHE NEBO ROCHE
- Zpracovatel Gdajl -
—dale jako spole¢nost ROCHE -

OBLAST PUSOBNOSTI
1) Platné podminky. Tato smlouva o zpracovani osobnich tdajt (,SOU*) se Fidi Ramcovymi podminkami zpracovani osobnich tdaja

(,RPZOU") uzavienymi mezi spoleénosti ROCHE a ZAKAZNIKEM a je do nich odkazem zaglenéna. Veskeré pojmy uvadéné s velkym
pismenem, které nejsou definovany v této SOU, si zachovaji stejny vyznam, jaky maji ve RPZOU. Podminky SOU plati vyhradné pro
Objednéavku, ke které je pfipojena, a zadnym zpGsobem neovliviiuji ani neméni podminky jakékoliv jiné Objednavky nebo SOU
zaclenéné do Smlouvy pred datem Ucinnosti této Objednavky nebo po ném.

2) Podminky specifické pro tuto SOU. Podminky, které se konkrétné tykaji této SOU, maji podobu, kter4 je zde popséana.

(3) Pitedmét smlouvy. Pfedmét této SOU vyplyva z Objednavky.

4) Doba trvani. Doba trvani této SOU odpovida trvani Objednavky.

SPECIFIKACE

1) Povaha a G&el zpracovani Osobnich Gdaji spoleénosti ROCHE pro ZAKAZNIKA jsou piesné stanoveny v Objednavce.

2) Uzemni plsobnost. Smluvné sjednané zpracovani osobnich (idajd probéhne tak, jak je definovano v RPZOU.

(3) Kategorie Subjekt(i Gidajl. Kategorie Subjekti tidajt jsou uvedeny v RPZOU.

4) Typ Udajd. PFedmét zpracovani osobnich Gdajh (,,Udaje”) zahrnuje nasledujici typy a kategorie Udaji TECHNICKA A ORGANIZACNI
OPATRENI.

1) Nezbytna Technicka a organizaéni opatfeni jsou uvedena v Piiloze A k této SOU a ZAKAZNIK je timto schvaluje. K datu G&innosti

této SOU ZAKAZNIK timto bere na védomi a souhlasi, Ze povaZuje Technicka a organizaéni opatfeni uvedend v této SOU za
primérena s prihlédnutim k sou¢asnému stavu technického vyvoje, nakladiim na implementaci a povaze, rozsahu, kontextu a
Gceltim zpracovani a rovnéz k pravdépodobnosti a zavaznosti rizika pro Subjekty Gdaji.

2) Dokumentovana opatreni tvori zaklad této SOU. Pokud ZAKAZNIK vyzaduje zmény, budou tyto zmény provedeny po vzajemné
dohodé.

PODDODAVKY

1) Spoleénost ROCHE mize povéfit poddodavatele (dalsi zpracovatele smlouvy), jak je popsano v RPZOU.
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Priloha A
Technicka a organizaéni opatfeni

navify

HCCis a
silent killer

Amplify the early-stage
signs with GAAD
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navilys

Why we're speaking up about the silent killer

If diagnosed early, the 5-year survival rate
for HCC increases significantly to 40-70%"?

Cases of hepatocellular carcinoma (HCC) are

on the rise, especially in developed countries.®
Occurring almost exclusively in patients with chronic
liver disease,* HCC is the most common form of liver
cancer, accounting for nearly 90% of cases, and is
also the third leading cause of cancer death 154

HCC is often not symptomatic until the later stages,
at which the 5-year survival rate can be less than
5%, meaning growing numbers of patients with liver
cancer are progressing silently towards a lower
chance of survival.'

We need to diagnose HCC earlier. In fact,
in high-risk groups, biannual screening has
decreased HCC mortality by 37%.7

Ultrasound is a widely used surveillance tool with
proven clinical utility for HCC. However, when used
alone, it has a sensitivity of just 45% in early-stage
HCC diagnosis.® This sensitivity can be enhanced
dramatically by augmenting ultrasound with
specific biomarker assays.
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Introducing GAAD, a simple yet sophisticated algorithm
that aids in the diagnosis of HCC (early and all stages)

Combining four types of patient data,
GAAD reveals the likelihood of the
patient having HCC

Sex Age AFP PIVKA-11

Trust

Easy-to-understand and accurate risk score, a cut-off that is clinically validated.
Clinical support

Amplify the signs of early-stage HCC, helping healthcare professionals

in more effective clinical decisions.

Automation
Integration via navify* Algorithm Suite, enabling a fully automated workflow.

GAAD is intended as an aid in diagnosis of early-stage hepatocellular
carcinoma (HCC)

GAAD is indicated for adults who meet the following criteria: diagnosis

of chranic liver disease and recommended for surveillance due to increased
risk of developing HCC.

GAAD must be interpreted in conjunction with other diagnostic findings and

clinical information in accordance with standard clinical management guidelines.

Turn the volume up

on HCC detection

This diagnostic algorithm is ready to use
right now, scan here to find out more

Interpreting the GAAD score

Result=
negative

Result =
posltive

h 4

0 2.57 10
GAAD reveals a rick facter score from 0-10, which
iz the likelihcod of your patient developing HCC.*
A zcore below 2.57 indicates a negative result. A score

above 2.57 indicates a positive result and an increazed
rizk of HCC.

*BAAD must be interpreted in conjunction with other diagnostic findings and clinkcal
information, and assays values must be determined from the same sample.
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Clinical data that
speaks for itself

Results from a research study supported by
Roche showed that the combination of GAAD
and ultrasound leads to a sensitivity of 92.5%
for all stages of HCC detection®

GAAD has a specificity of 94.6% and a sensitivity of 73.1% and 77.4%
for early-stage and all stages of HCC detection, respectively.

HCC early stages — dlagnostic sensitivity of different methods.”
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navify >

GAAD integrates seamlessly into your current
workflow with navify® Algorithm Suite

=, @] v )
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A

HCP

CLINICIAN/ Follow-up Evaluation
NURSE Patient Serum/Plasma {Blood sample) Aidin HCC Diagnosis & Treatment
i applicable)

Dl_—.[’
TECPLI:IBCIAN L=
Cobas e analyzer Patient Data: Age, Sex

Elecsys Biomarkers: AFP, PIVKA-I

o-f-p
=
GAAD

ALGORITHM
navify®* Algorithm Suite GAAD Calculator

Supperting our mission te STOP chronic liver disease
HCC generally occurs in patients with chronic liver disease. With high sensitivity and specificity for differentiating
early-stage HCC and benign chronic liver disease, the GAAD algorithm may improve diagnostic and reporting capabilities
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PRECAUTION: Assay results from other manufacturers
have not been validated for the use of the GAAD test
The GAAD test should not be used withoutan
independent clinical/radiclogical evaluation for the
Published by: diagnosis of hepatocellular carcinoma (HCC). For each
GAAD determination the measurement of the AFP and

navify* is a trademark of Roche

© 2022 Roche

Roche Diagnostics International Ltd
CH-6343 Rotkreuz PIVKA-Il assays must be determined from the same

Switzerland sample and measurement performed on the same
analyzer type (either on cobas & 402, cobaz e 411,
cobas e 601, cobaz e 602 or eobas & 801 analyzers)

Turn the volume up

on HCC detection

This diagnostic algorithm is ready to use
right now, scan here to find out more

Local registration status varies according to local regions.
Please confirm the registration status of GAAD with your local Roche representative.
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