
COMPASSIONATE USE

Institution Agreement

REGARDING Pre-Approval
Access/Compassionate Use of
Polatuzumab vedotin (hereinafter
known as "Product") in
combination with bendamustin
and rituximab for adult patients
with relapsed or refractory Diffuse

Large 8-Cell Lymphoma (r/r
DLBCL) after two or more lines of

therapy, non-eligible for

transplantation (AG40661)

THIS AGREEMENT (hereinafter referred to as this

"Agreement") dated below is made by and between
the following Parties:

Cfslo smlouvy: 19-0766

SPECIFICKY LECEBNY PROGRAM

smlouva s poskytovatelem zdravotn1ch sluzeb

VE VECI Speciticky lecebny program
prfpravkem Polatuzumab vedotin

(dale jen "Lek") V kombinaci s

rituximabem a bendamustinem v

terapii dospelych paeientu s

relabujfo1m nebo refraktern1m
difuzn1m velkobunecnym B-

lymfomem (r/r DLBCL), po dvou a

vice linifoh terapie, nevhodnych k

transplantaci (AG40661)

TATO SMLOUVA (dale jen ,,Smlouva") ze dne
uvedeneho nfze se uzavlra mezi nasleduil cf mi
Stranami:

Hradec

on the one hand

Fakultn1 nemocnice

Kralove

with its registered office at Sokolska

581, 500 05 Hradec Kralova - Novy
Hradec Kralove, ID No. 00179906

(hereinafter known as

"INSTITUTION")

Fakultn1 nemocnice Hradec Kralove

se sfdlem Sokolska 581, 500 05
Hradec Kralovs - Novy Hradec
Kralove, ICO: 00179906

(dale jen "POSKYTOVATEL")

na strane [edne

AND ROCHE s.r.o.

with its registered office at
Sokolovska 685/136f, Karlfn, 186 00
Praha 8, ID no. 49617052,
registered in the Commercial
Register of Municipal Court in

Prague in Section C, File 13202

(hereinafter known as "ROCHE")

A ROCHE s.r.o.

se sf diem Sokolovska 685/136f,
Karlf n, 186 00 Praha 8, ICO:
49617052, reg. v OR: u MS v Praze,
oddfl C, vlozka 13202

(dale jen "ROCHE")

on the other hand

CONTENTS OF SECTIONS

na strane druhe

OBS AH

1.

2.

3.

4.

5.

6.

Responsibilities of INSTITUTION

ROCHE Responsibilities

Confidentiality

Data Privacy

Applicable Law and Jurisdiction

Register of Agreements

1. Povinnosti POSKYTOVATELE

2. Povinnosti ROCHE

3. Duvernost

4. Ochrana osobn1ch udaju

5. Rozhodne pravo a jurisdikce

6. Registr smluv

Attachments:

SRD-0112236 (V 2.0)
Compassionate Use/Specificky lecebn ·

Fakultnf nemocnice Hradec Kralove,

Prllohy:

Page 1 of 21



Attachment 1

Attachme"t 2

Contact details of ROCHE and Priloha c. 1

INSTITUTION

Information on the processing of Pril9ha c. 2

personal data of PHYSICIAN and

INSTITUTION'S employees and

representatives

Kontaktnf udaje ROCHE a

POSKYTOVATELE

lnformace czpraeovant osobnfch

udajli LEKARE a zarnestnancu a

zastupcli POSKYTOVATELE

Attachment 3 Safety Data Exchange Agreement Priloha c. 3 Smlouva o vymene
bezpecnostnfch dat

WHEREAS:

(A) INSTITUTION wishes to treat a patient
identified with a unique patient identifier (hereinafter
the "Patient"), involving Polatuzumab vedotin of Roche

Pharma AG, Emil-Barell-strasse 1, D-79639 Grenzach

Wyhlen, Germany (hereinafter the "Product) supplied
on a compassionate use basis, for the treatment of

adult patients with relapsed or refractory Diffuse Large
B-Cell Lymphoma (r/r DLBCL) after two or more lines

of therapy, non-eligible for transplantation at the

INSTITUTION.

(B) ROCHE was asked by INSTITUTION to

provide compassionate use supply of the Product and

has agreed to provide to INSTITUTION (i) the

quantities of the Product required to treat the Patient,
and (ii) all required information relating to the Product.

(C) INSTITUTION, declaring to have the required
infrastructure to carry out the Compassionate Use

Program, is willing to contribute to its performance,
providing its facilities and collaborators.

IT IS HEREBY AGREED THAT:

1 RESPONSIBILITIES OF INSTITUTION:

VZHLEDEM K TOMU, ZE

(A) POSKYTOVATEL chce lecit pacienta s

[ednoznacnyrn identifikacnfm clslern (dale jen
,,Pacient") pomocf pi'fpravku Polatuzumab vedotin

spolecnosti Roche Pharma AG, Emil-Barell-strasse 1,
D-79639 Grenzach-Wyhlen, Nemecko (dale jen
"Lek") dovazeneho V rarnci specitickeho lecebneho

programu za ucelern lecby dospelych pacientu s

relabujicfm nebo refrakternfm difuznfm

velkobunecnym B-lymfomem (r/r DLBCL}, po dvou a

vice linif ch terapie, nevhodnych k transplantaci.

(B) POSKYTOVATEL pozadal ROCHE 0

zprfstupnent Leku V ramci specifickeho lecebneho

programu a ROCHE se zavazal poskytnout
POSKYTOVA TELi (i) Lek V obj emu potrebnern k

lecbe Pacienta a (ii) veskere uzitecne informace

vztahujfci se k Leku.

(C) POSKYTOVATEL prohlasuie, ze disponuje
infrastrukturou nezbytnou pro realizaci specitickeho
lecebneho programu a je pi'ipraven pflspet k jeho
realizaci, a to vcetne poskytnutf svsho

zdravotnickeho zai'fzenf a spolupracovnlku,

SE NYNI PROTO SMLUVNI STRANY DOHODL Y

TAKTO:

POVINNOSTI POSKYTOVATELE:

1.1 INSTITUTION understands that the decision POSKYTOVATEL si je vedorn toho, ze za sve

to use the Product is his/her sole rozhodnutf pouzlvat Lek nese vyhradn! odpovednost.
responsibility.

1.2

1.3

1.4

INSTITUTION understands that the Product

has not been assessed by the State Institute

for Drug Control against the criteria of safety,
quality and efficacy.

INSTITUTION shall read and understand the

information received from ROCHE regarding
the use of the Product including the potential
known risks and side effects of the Product.

INSTITUTION shall ensure that the Patient

POSKYTOVATEL si je vedom toho, ze Lek nebyl
posuzovan Statnl m ustavern pro kontrolu lee iv z

hlediska bezpecnosti, kvality a uclnnostl,

POSKYTOVATEL se seznarnl s informacemi

ptedanyrni spolecnosti ROCHE tykajicimi se

pouzfvanl Leku vcetne potencialnf ch znarnych rizik a

nezadoucfch ucinku a porozumf jim.

POSKYTOVATEL zajistf, ze Pacient bude lecen podle
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will be managed according to best medical nejlepsf lekarske praxe a ze s Lekern bude nakladano

practice and that the Product will be handled a Lek bude podavan v souladu s Brozurou pro
and administered according to the zkousejfcfho (Investigator's Brochure).
Investigator's Brochure.

1.5 Authorized employee of INSTITUTION Povei'eny zamestnanec POSKYTOVATELE (lekaf)
(PHYSICIAN) shall personally administer or bude osobne Pacientovi podavat Lek, nebo bude na

supervise the administration of Product to the podanf Leku Pacientovi osobne dohllzet.

Patient.

1.6 INSTITUTION will inform the Patient or his/her POSKYTOVATEL sdell Pacientovi nebo jeho
legal representative, that the Product has not zakonnemu zastupci, ze Lek nenf v Geske republics
received a marketing authorization in the reqistrovan a je poskytovan v rarnci speciflckeho
Czech Republic and is being supplied on a lecebneho programu.

compassionate use basis.

1.7 INSTITUTION shall inform the Patient, or POSKYTOVATEL seznaml Pacienta nebo jeho
his/her legal representative, of any potential or zakonneho zastupce se vserni potencialnf mi nebo

known risks related to the use of the Product. znarnyrnl riziky souvisejfcfmi s pouzfvanim Leku,

1.8 INSTITUTION shall ensure that written POSKYTOVATEL zajistf jeste pi'ed podanfrn Leku

informed consent for the use of Product will be podpis pfsernneho informovaneho souhlasu s

obtained from the Patient, or his/her legal pouzlvanlrn Leku ze strany Pacienta nebo jeho
representative, prior to administration of the zakonneho zastupce.
Product.

1.9 The compassionate use of Product shall be POSKYTOVATEL bude provadet speciticky lecebny
carried out by INSTITUTION only after all program s l.ekern teprve po zlskanf vesksrych
necessary legal, regulatory or other approvals potrebnych zakonnych, requlacnfch a jinych povolenf,
have been granted including, without zejrnena ze strany [akehokoiiv orqanu statni spravy, a

limitation, those of any central governmental v ptfsnern souladu s podmf nkami veskerych techto

authority, and strictly in accordance with the povolenf.
terms of any such approval(s).

1.10 INSTITUTION acknowledges that the liability POSKYTOVATEL si je vedorn toho, ze odpovlda za

for the administration of Product resides with podavanl Leku, ROCHE bude odpovfdat za nasledky
INSTITUTION. ROCHE will only be liable for podavanf Leku pouze tehdy, budou-li tyto nasledky
the consequences of the administration of the zaprfcineny vadou v chemickem slozenl Leku, vadou

Product if these are caused by a defect in the v jeho fyzikalnfch ci [inych vlastnostech, a to

chemical composition of the Product or v souladu s kogentnf mi ustanovenf mi zakona c.

another defect in its physical or other 89/2012 Sb., obcanskeho zakonfku,

properties, as set forth in mandatory POSKYTOVATEL se zavazuje, ze bude hajit,
provisions of Act no. 89/2012 Sb., Civil Code. odskodnl a zbavf ROCHE odpovednosti vuci

INSTITUTION agrees to defend, indemnify [akymkoliv narokurn vznesenyrn v prfpade smrti nebo

and hold ROCHE harmless against any claims ujrny na zdravf nasledkern pouzitl Leku nebo

brought in the event that death or injury occurs zachazenl s Lekem, mimo jine nasledkern pedant
as a result of the use or handling of the Leku Pacientovi, a to s vyjimkou pi'fpadu die

Product, including as a result of the Patient pi'edchozf vety.
being administered the Product, with the

exception of cases specified in the previous
sentence.

1.11 INSTITUTION shall comply with all applicable POSKYTOVATEL bude dodrfovat veskere pi'fslusne
laws and regulations, including, but not limited zakony a pi'edpisy, vcetne mimo jine zakonu o

to laws on compassionate use and data specifickych lecebnych programech a ochrane

protection, including the Regulation (EU) osobnfch udaju, vcetne nai'fzenf Evropskeho
2016/679 of the European Parliament and of parlamentu a Rady (EU) 2016/679 ze dne 27. dubna

the Council of 27 April 2016 on the protection 2016 o ochrane fyzickych osob v souvislosti se
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1.12

1.13

1.14

1.15

2

2.1

2.1.1

2.1.2

2.1.3

of natural persons with regard to the

processing of personal data and on the free

movement of such data, and repealing
Directive 95/4?/EC (General Data Protection
Regulation).

INSTITUTION acknowledges that the supply
of Product by ROCHE is not contingent on the

purchase, supply, prescription or

recommendation of any ROCHE products and

not intended for personal benefit or use.

INSTITUTION shall use the Product only for

administration to the Patient, and for no other

purposes and for no other patient(s).
INSTITUTION shall be responsible and

accountable for the destruction of any unused

Product or, if requested by ROCHE, for the

return to ROCHE and shall provide ROCHE

with confirmation of destruction upon request.

INSTITUTION acknowledges that any

resupply of Product will be undertaken only if

the Patient still benefits from treatment and if

the Patient benefit still justifies the potential
risk of treatment use.

INSTITUTION shall treat any information

provided to it by ROCHE according to the

confidentiality provisions of Article 3 of this

Agreement.

ROCHE RESPONSIBILITIES

ROCHE shall, upon signing this Agreement:

supply INSTITUTION with the latest version of

the Investigator's Brochure R05541077,

polatuzumab vedotin (formerly CDS4501 A)
Version 9 July 2018 for the Product which

describes the known properties of the

Product.

on a regular basis provide INSTITUTION with

all new relevant information it has knowledge
of that may modify or supplement known data

regarding the Product, in particular any

updates of the Investigator's Brochure for the

Product and relevant Dear Investigator Letters

(Dils), including relevant data relating to the

Product's tolerance that is likely to represent a

danger to the Patient.

provide INSTITUTION, with Product. Details

of supply, including the mode of supply,
quantity, and timelines of delivery and

destination of shipment of the Product shall be

supplied to ROCHE by INSTITUTION with

zpracovarum osobnlch udaju a o volnern pohybu
techto udaju a o zruseni srnernice 95/46/ES (obecne
nai'fzenf o ochrane osobnfch udaju).

POSKYTOVATEL si je vedorn toho, ze poskytnutf
Leku ze strany spolecnosti ROCHE nenf podrnfneno
nakupern, dodavantm, pfadepisovanirn ani

doporucovanlrn [akychkoliv produktu spolecnostl
ROCHE a ze Lek nenf poskytovan za ucelem

osobniho prospechu nebo pouzitl,

POSKYTOVATEL pouzl]e Lek pouze za ucelern

pedant Pacientovi, a ne za jakymkoliv jinyrn ucelern

nebo [akyrnkollv [inyrn pacientum. POSKYTOVATEL

nese odpovednost za likvidaci veskereho

nespotrebovaneho Leku, resp. na zadost ROCHE za

jeho vraceni spolecnosti ROCHE, a na zadost preda
spolecnosti ROCHE potvrzenl o likvidaci.

POSKYTOVATEL bere na vedornl, ze jakekollv dals!

dodavky Leku budou poskytnuty pouze v pi'fpads, ze

lecba bude pro Pacienta nadals pffnosna a pi'fnos pro

Pacienta bude nadale prevazovat nad potencialni m

rizikem lecby.

POSKYTOVATEL bude nakladat s veskeryrni
informacemi, ktere mu preda spolecnost ROCHE, v

souladu s ustanovenf mi tykajlcfrni se duvernosti

uvedenyrni v clanku 3 teto Smlouvy.

POVINNOSTI SPOLECNOSTI ROCHE

ROCHE po podpisu Smlouvy:

preda POSKYTOVATELI poslednf verzi Brozury pro

zkousejlcfho - Investigator's Brochure R05541077,

polatuzumab vedotin (di'fve DCDS4501A) verze z 9.

cervence 2018, ktsra popisuje znarne vlastnosti Leku.

bude pravidelne poskytovat POSKYTOVATELI

veskere nove relevantnf informace, o kterych se

ROCHE dozvi a ktere mohou menit nebo doplnovat
zname udaje o Leku, zejmena veskere aktualizace

Brozury pro zkousejfcfho (Investigator's Brochure) a

Dopisu pro Zkousejfdho vcetne relevantnf ch udaju
souvisejfdch se snasenlivostf Leku, ktere mohou

pi'edstavovat riziko pro Pacienta.

poskytne POSKYTOVATELI Lek. Podrobnosti tykajfd
se dodavky Leku vcetne zpusobu dodanf, mnozsM a

termfnu dodanf a mfsta urcenf pro dodavku Leku sdelf

POSKYTOVATEL spolecnosti ROCHE s

dostatecnym casovym pi'edstihem Lek. Lek bude ze
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sufficient advance notice. Product shall be strany spolecnosti ROCHE POSKYTOVATELI

provided, packaged and labelled in poskytnut, zabalen a oznacen v souladu s pffslusnymi
compliance with applicable local laws and mfstnfmi zakony a pfedpisy.

·

regulations.

2.1.4 process any safety event that is reported to zada veskere bezpecnostnl pffhody, ktere

ROCHE by INSTITUTION onto the safety POSKYTOVATEL nahlasi ROCHE, do bezpscnostnf
database. databaze.

3 CONFIDENTIALITY D0VERNOST

3.1 This Agreement and the terms and conditions Tata Smlouva a jejf podmfnky i veskere informace

hereof shall be confidential, as well as all zlskane v souvislosti s touto Smlouvou jsou duverne

information obtained in connection with this a zadna ze smluvnfch stran je nesmf bez pfedchozfho
Agreement, and neither Party shall, without plsernneho souhlasu sdelulfcl smluvnf strany sdelit

the prior written permission of the disclosing zadne tfetf strane s vyjimkou rozsahu, ve kterem to

Party, disclose the same to any third party vyzaduje pi'fslusny zakon nebo ve kterem je to

except to the extent this may be required by nezbytne pro speciflcky lecebny program s t.ekern.

applicable law or as necessary for the Pro ucely teto Smlouvy se za ti'etf strany nebudou

compassionate use of the Product. Affiliates of povafovat pridruzene osoby obou smluvnfch stran.

both Parties shall not be considered third

Parties for purposes of this Agreement.

"Affiliates" shall mean:

a) an organization, which directly or

indirectly controls a Party to this

Agreement;

,,Pi'idruzenymi osobami" se rozuml:

a) organizace, ktera pffmo nebo nepff mo ovlada

nektsrou ze stran teto Smlouvy;

b) an organization, which is directly or b)
indirectly controlled by a Party to

this Agreement;

organizace, ktera je pffmo nebo nepffmo
ovladana nekterou ze stran teto Smlouvy;

c) an organization, which is controlled,

directly or indirectly, by the ultimate

parent company of a Party.

Control as per a) to c) above is defined as

owning more than fifty percent of the voting
stock of a company or having otherwise the

power to govern the financial and the

operating policies or to appoint the

management of an organization.

The term "Affiliate" does not include Chugai
Pharmaceutical Co., Ltd, 1-1, Nihonbashi

Muromachi 2-chome, Chuo-ku, Tokio, 104-

8301, Japan ("Chugai") and Foundation

Medicine, Inc., 150 Second Street,
Cambridge, MA 02141, USA ("FMI"), unless

ROCHE opts for such inclusion of Chugai
and/or FMI by giving written notice to

INSTITUTION.

c) organizace, ktera je pffmo nebo nepffmo
ovladana konecnou matefskou spolecnostl
nektere ze stran teto Smlouvy.

Ovladanl podle bodu a) az c) vyse se definuje jako
vlastnictvf vlce nez padesaf procent akcif ci

obchodnfch pod flu s hlasovacf m pravern ve

spolecnosti nebo [lna pravomoc ffdit financn r a

provoznf politiku nebo jmenovat vedenf organizace.

Pojem .Pfidruzena osoba" nezahrnuje spolecnost
Chugai Pharmaceutical Co., Ltd, 1-1, Nihonbashi

Muromachi 2-chome, Chuo-ku, Tokio, 104-8301,

Japonsko (,,Chugai") ani spolecnost Foundation

Medicine, Inc., 150 Second Street, Cambridge, MA

02141, USA (,,FMI"), az do okamziku kdy se ROCHE

rozhodne Chugai a/nebo FMI zafadit mezi Pridruzene

osoby a oznarnf to plsernne POSKYTOVATELI.

3.2 The obligations of confidentiality set out in Povinnost mlcsnllvosti stanovena v odst. 3.1 se

Article 3.1 shall not apply to information which nevztahuje na informace: (i) ktere jsou zvefejneny
is (i) published or generally available to the nebo obecne pffstupny vefejnosti bez zavinenf

public through no fault of the receiving Party, pfijfmajfcf smluvnf strany, (ii) ktere jsou v drzenf

(ii) in the possession of the receiving Party pfijfmajfcf smluvnf strany pi'ed datem teto Smlouvy a
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3.3

4

prior to the date of this Agreement and is not

subject to the duty of confidentiality; (iii)
independently developed by the receiving
party and is not subject to a duty of

confidentiality, or (iv) obtained by the receiving
Party from a third party and not subject to a

duty of confidentiality.

INSTITUTION may publish compassionate
use experience following discussion with

ROCHE.

DATA PRIVACY

na ktere se povinnost rnlcenlivosti nevztahuje, (iii)
ktere nezavisle vyvinula pi'ijfmajfcf smluvnf strana a

na ktere se povinnost mlcenllvosti nevztahuje nebo

(iv) ktere pi'ijfmajfcf smluvnf strana zlskala od tretl

strany a na kters se povinnost rnlcenlivostl

nevztahuje.

POSKYTOVA TEL muze zvei'ejnit zkusenosti ze

specitickeho lecebneho programu po proiednanl se

spolecnosti ROCHE.

OCHRANA OSOBNICH UDAJO

4.1 ROCHE and F. Hoffmann-La Roche Ltd. will, ROCHE a F. Hoffmann-La Roche Ltd. budou jako
as joint controllers, process in their internal spolscnf spravci ve svych internfch databazlch
databases the following personal data: zpracovavat tyto osobnf udaje:

POSKYTOVATEL dale jako samostatny spravce
zpracovava osobnf udaje Pacientu a svych

(a) for the purpose of entering into and (a)

performing this Agreement, the following
personal data concerning identification of

INSTITUTION and its designated
employee (PHYSICIAN): name and

surname of PHYSICIAN and other

INSTITUTION's employees or

representatives, contact persons,

telephone number and email.

INSTITUTION undertakes to inform

INSTITUTION's employees identified by
ROCHE whose personal data are

processed under this provision about the

processing of their personal data by
ROCHE and F. Hoffmann-La Roche Ltd.

as specified in Attachment 2 hereto.

(b) for the purpose of verification of the (b)
meeting of enrolment criteria in the

compassionate use programme, the

following pseudonymized personal data of

Patients: identification code, date of birth,

sex, medical condition including diagnosis
and other information required to verify
the meeting of enrolment criteria for the

compassionate use programme.
INSTITUTION undertakes to provide this

information to ROCHE and to inform

Patients whose personal data are

processed under this provision about the

processing of their personal data by
ROCHE and F. Hoffmann-La Roche Ltd.

as specified in the Sample patient
information and informed consent form.

INSTITUTION, as an independent controller,

processes personal data of Patients and its

employees in physical or electronic databases

for other purposes than those specified in this

SRD-0112236 (V 2.0)

za ucelern uzavi'enf a plneni teto Smlouvy
osobnf uda]e tykajfcf se identifikace

POSKYTOVATELE a jeho povereneho
zarnestnance (lekate) v rozsahu: jmeno a

pffjmenf poveienebo zemestnence (lekafe) a

dalsfch zemestnencu ci zestupos
POSKYTOVA TELE a kontaktnfch osob,
telefonu, e-mailu. POSKYTOVATEL se

zavazuje informovat pi'fslusne zarnestnance

POSKYTOVATELE urcene spolecnostl
ROCHE, jejichz osobnf uda]e jsou
zpracovavany die tohoto clanku, o tom, jak
jsou jejich osobnf udaje zpracovavany ze

strany ROCHE a F. Hoffmann-La Roche Ltd.,
a to v rozsahu Pi'flohy c. 2 k teto Srnlouve.

za ucelern overenl splneni kriterii pro ucast

Pacienta ve Specitickern lecebnem programu

pseudonymizovane osobnf uda]e Pacientu

v rozsahu: ldentltlkacnl k6d, datum narozenf,
pohlavf, uda]e o zdravotnf m stavu vcetne

diagn6zy a dalsf udaje pozadovane pro i'adne

ovei'enf splnenl kriterif pro ucast Pacienta ve

specifickem lecebnem programu.
POSKYTOVATEL se zavazuje tyto udaje
spolecnosti ROCHE poskytnout a rovnez

informovat Pacienty, jejichz osobnl uda]e jsou
zpracovavany die tohoto clanku, o tom, jak
jsou jejich osobnf udaje zpracovavany ze

strany Spolecnosti ROCHE a F. Hoffmann-La

Roche Ltd., a to v rozsahu uvedenem ve

Vzorovych informacfch pro pacienta a

informovanem souhlasu.
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Agreement, in its own name and on its own

account.

INSTITUTION and ROCHE undertake to

support and inform each other without undue

delay about: (i) all requests of data subjects -

INSTITUTION's employees and Patients

which relate to the performance of this

Agreement and are raised in compliance with

Art. 13 et seq. of the GDPR; (ii) inquries and

investigations of the Office for Personal Data

Protection which relate to or may relate to

personal data processed under this

Agreement; (iii) breaches, including personal
data breaches concerning personal data

processed under this Agreement.

INSTITUTION and ROCHE mutually
acknowledge that they have adopted all

necessary technical and organizational
measures in order to protect personal data

processed under this Agreement. In case of

any inquiry raised by the other party, the

inquired party will, within 14 business days,
submit a list of the measures adopted. Should

these technical and organizational measures

fail to correspond to the standard level of

personal data protection generally maintained

by companies processing similar types of

personal data, the parties undertake to initiate

a discussion to update the current technical

and organizational measures.

zarnestnancu ve sve listinne ci elektronicke databazi

pro jine ucely nez pro ty, ktere jsou specifikovane
v teto Srnlouve, a to svyrn jrnenern a na vlastnf

odpovednost.

POSKYTOVATEL a ROCHE se zavazujf
spolupracovat a navzajem se informovat bez prodlenf
o: (i) veskeryoh zadostech subjektu udaju -

zarnestnancu POSKYTOVATELE a Pacientu

POSKYTOVATELE, ktere se tykajf plnenl die teto

Smlouvy a jsou uplatneny die cl. 13 a nasl. GDPR; (ii)
dotazech a vysetrovanfch ze strany Ui'adu pro

ochranu osobnfch udaju, ktere se tykajf nebo se

rnuzou tykat osobnf ch udaju zpracovavanych die tsto

Smlouvy; (iii) porusenlch, vcetne rnoznych porusenl
zabezpecenl ochrany osobnlch udaju
zpracovavanych die teto Smlouvy.

Dale si POSKYTOVATEL a ROCHE vzajernne
potvrzujf, ze pi'ijali veskera nezbytna technicka a

orqanizacnl opati'enf za ucelern ochrany osobnfch

udaju zpracovavanych die teto Smlouvy. V pi'fpade
dotazu druhe ze smluvnfch stran, je dotazovana

smluvnf strana povinna nejpozdeji ve lhute 14

pracovnfch dnf predlozit seznam techto opati'enf.
V ptfpade, ze poskytnuta technicke a orqanizacnl
opati'enf nebudou odpovf dat bezne urovnl opati'enf
pi'ijatych/pi'ijfmanych vseobecne spolecnostrni
pusoblcfrnl na trhu zpracovavajlcfrni osobnf udaje
stejne kategorie nebo rozsahu jako jsou osobnf uda]e
zpracovavane die teto Smlouvy, smluvnf strany se

zavazujf zahajit jednanf o aktualizaci technickych a

organizacnfch opati'enf.

5 APPLICABLE LAW AND JURISDICTION ROZHODNE PRAVO A JURISDIKCE

5.1 This Agreement will be governed by and Tata Smlouva se i'fdf a vyklada v souladu se zakony
construed for all purposes in accordance with Geske republiky s vyjimkou koliznfch norem.

the laws of the Czech Republic without giving
effect to its choice of law principles.

5.2 The Parties shall attempt to settle all disputes Smluvnf strany se budou snazit vyi'esit vsechny spory

arising out of or in connection with the present plynoucf z teto Smlouvy nebo s nf souvisejfcf smf rnou

Agreement in an amicable way. In the event cestou. V pi'fpade nedosazenf smfru budou spory

that such attempt should fail, the exclusive i'eseny pi'ed vecne a mfstne pffslusnym soudem

jurisdiction for both Parties lies in the courts of v Geske republice.
Czech Republic of competent jurisdiction.

6 REGISTER OF AGREEMENTS REGISTR SMLUV

6.1 In the event that the Act on the Register of Pro pffpad, ze Zakon o registru smluv stanovf

Agreements lays down an obligation to povinnost tuto Smlouvu uvei'ejnit v registru smluv, se

publish this Agreement in the register of Smluvnf strany dohodly, ze jejf uvei'ejnenf v registru

agreements, the Parties have agreed that the smluv die Zakona o registru smluv zajistf ROCHE, a

publication in the Register of Agreements will to nejpozdeji do 1 O dnf od uzavi'enf teto Smlouvy a
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be ensured by ROCHE no later than 1 O days pine v souladu s pozadavky zakona c. 340/2015 Sb.,
after the date on which this Agreement is fully o registru smluv, ve znenf pozdejsfch predpisu
executed and in full compliance with the (,,Zakon o registru smluv").

·

requirements of the Act No. 340/2015. Coll., on

the Register of Agreements, as amended

("Act on the Register of Agreements").

6.2 ROCHE agrees to fill in in the form for ROCHE se zavazuje vyplnit ve formulaf pro
publication of the Agreement in the Register of uvetejnenl Smlouvy v registru smluv adresu datovs

Agreements the address of the data mailbox schranky POSKYTOVATELE, aby spravce registru
or e-mail of INSTITUTION so that the Register smluv mohl POSKYTOVATELI zaslat potvrzenf o

administrator can send a confirmation of uvetejnenf podle § 5 odst. 4 Zakona o registru smluv.

publication to INSTITUTION pursuant to Sec.

5 par. 4 of Act on the Register of Agreements.

6.3 INSTITUTION represents that this Agreement POSKYTOVATEL prohlasuie, ze Smlouva
does not contain its trade secrets and neobsahuje jeho obchodnf tajemstvf a ze bere na

acknowledges that ROCHE is entitled to vedoml, ze spolecnost ROCHE je opravnena
redact in the Agreement those parts which are znecitelnit ve Srnlouve pred jejfm uverejnenf m ty jejf
excluded from publication under of the Act on casti, ktere jsou die Zakona o registru smluv

the Register of Agreements before publication vylouceny z uvetejnenl, a to zejrnena ty jejf casti, ktere
in the Register of Agreements, especially naplnf znaky obchodnfho tajemstvf spolecnosti
those parts of it that constitute a trade secret ROCHE nebo Pridruzene osoby ci ktere jsou
of ROCHE or its Affiliate or which are personal osobnfmi uda]i, ledaze pro jejich uverejnen! existuje
data, unless there is a legitimate reason for zakonny duvod,

their publication.

6.4 ROCHE may publish this Agreement in the POSKYTOVATELje opravnen tuto Smlouvu uverejnit
Register of Agreements only if the v registru smluv [edine v prfpade, ze ROCHE jejf
INSTITUTION fails to ensure its publication uverejnenf v registru smluv nezajistf sam ve lhute
within the period agreed to in Article 6.1; in ujednane v clanku 6.1; v takovsrn prfpade je ale

such a case, INSTITUTION is obliged to first POSKYTOVATEL povinen zfskat pfsernny ci e

obtain email or written consent of ROCHE with rnailovy souhlas ROCHE s uverejnenlm konkretnl
the publication of a specific version of the podoby Smlouvy.
Agreement.

6.5 This Article 6 shall also apply mutatis Ujednanf tohoto clanku 6 se pouzijf mutatis mutandis
mutandis to the publication of any amendment take na uverejnovanl jakehokoli dodatku k teto

to this Agreement or its modification in the Smlouve ci jejf zrneny v registru smluv.

Register of Agreements.

6.6 If the Act on the Register of Agreements does Pokud Zakon o registru smluv nestanovf povinnost
not impose the obligation to publish this tuto Smlouvu uvetelnit v registru smluv, tento clanek

Agreement in the register of agreements, this 6 se nepouziie.
Article 6 will not apply

IN WITNESS WHEREOF, the Parties by their duly NA D0KAZ TOHO Strany podepsaly tuto Smlouvu
authorized representatives have caused this prostrednictvl m radne opravnenych zastupcu dne

Agreement to be executed as of the date first above uvedeneho v zapati.
written.

Made in two (2) original copies for and on behalf of: Vyhotoveno ve dvou (2) vyhotovenf ch s platnostf
oriqinalu za a jrnenern:

Signed on behalf of/Podepsano jrnenern:

ROCHE:

ROCHE s.r.o.
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0 6 -11- 2019
Date/Datum:

.

0 7 -11.-2019
Date/Datum:

.

Managing Director/Jednatel

Signed on behalf of/Podepsano [rnenern:

INSTITUTION/POSKYTOVATEL:

Fakli' ?????iAAtrcle'M .Krilove

.

l'i7IUDr. Vladimir Palicka,
Director/Reditel

Date/Datum:?.C
..

??-?.?
..

?.!.'J.
....

potvrzuje, ze ze strany

,
who hereby

• ).'. f C

Povereny zamssmanec POSKYTOVATELE,
POSKYTOVATELE byl s obsahem teto Smlouvy seznamen.

Read and agreed by INSTITUTION's designated employee,
confirm ade the contents of this Agreement known to him

.

. . . . . . . . . . . . . . . . .,.- ?·? .

2 5. 11. 2019
Date/Datum:

.
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ATTACHMENT 1

Contact details of ROCHE and INSTITUTION

ROCHE Contacts/ Kontaktnf udaie spolecnosti ROCHE

PRILOHA c.1

Kontaktnf udaje ROCHE a P.OSKYTOVATELE

INSTITUTION Contacts/Kontaktnf udaje POSKYTOVATELE

Activity/ innost

Safety Data Exchange
Agreement/ Smlouva o

vymene bezpecnostnlch
dat

Drug Supply for

Compassionate Use

Proqrarn/dodavka leciv pro

speciflcky lecebny program

Activity/Cinnost

Drug Supply for

Compassionate Use

Proqrarn/dodavka leciv pro

specificky lecebny program

·

Person Responsible/Odpovedna osoba

Narne/Jrneno:

Title/Funkce:

Email/E-mail:

Name/Jrneno:

Title/Fu nkce:

Email/E-mail:

Telephone/T elefon:

Person Responsible/Odpovedna osoba

Narne/Jrnsno:

Title/Funkce:

Email/E-mail:

PHYSICIAN Contacts/Kontaktnf udaje povereneho zamestnance POSKYTOVATELE

Activity/Cinnost

Safety Data Exchange
Agreement/ Smlouva o

vymene bezpecnostnfch
dat

Drug Supply for

Compassionate Use

Proqrarn/dodavka leciv pro

speciticky lecebny program

SRD-0112236 (V 2.0)

Person Responsible/Odpovedna osoba

Narne/Jrneno:

Title/Funkce:

Email/E-mail:

Narne/Jrneno:

Title/Funkce:

Email/E-mail:

Page 10 of 21




