COMPASSIONATE USE - Treating Physician

REGARDING

Agreement

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 B-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:

AND

on the one hand
AND

on the other hand

Address: I

(hereinafter known as
“PHYSICIAN")
Fakultni nemocnice Brno

with its registered office at Jihlavska
340/20, 625 00 Brno ID No.
65269705, represented by MUDr.
Roman Kraus, MBA, Director

(hereinafter known as
“INSTITUTION")
ROCHE s.r.o.
with its registered office at

Sokolovska 685/136f, Karlin, 186 00
Praha 8, ID no. 49617052

(hereinafter known as “ROCHE")
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SPECIFICKY LECEBNY PROGRAM —

smlouva s osSetfujicim Iékafem

VE VECI

Specificky IéCebny program
pfipravkem  Polatuzumab vedotin
(dale jen “Lék”) v  kombinaci s
rituximabem a bendamustinem v

terapii dospélych pacientd s
relabujicim nebo  refrakternim
difuznim velkobunéénym B-

lymfomem (r/r DLBCL), po dvou a
vice liniich terapie, nevhodnych k
transplantaci (AG40661)

TATO SMLOUVA (déle jen ,Smlouva“) ze dne
uvedeného nize se uzavira mezi nasledujicimi

Stranami:

3 1 ] ] !
Adresa NI N

(déle jen ,LEKAR")

Fakultni nemocnice Brno

se sidlem Jihlavska 340/20, 625 00
Brno ICO: 65269705, jednajici: MUDr.
Roman Kraus, MBA, feditel

(dale jen “POSKYTOVATEL")

na strané jedné

A

ROCHE s.r.o.

se sidlem Sokolovska 68§/1 36f,
Karlin, 186 00 Praha 8, ICO:
49617052

(déle jen “ROCHE”)

na strané druhé

OBSAH
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Povinnosti LEKARE a POSKYTOVATELE

1. Responsibilities of PHYSICIAN and 1.
INSTITUTION 2. Povinnosti ROCHE

2. ROCHE Responsibilities 3. Duvérnost

= Confidentiality 4. Ochrana osobnich udaju

4. Data Erivacy 5. Rozhodné pravo a jurisdikce

5. Applicable Law and Jurisdiction 6. Registr smluv

6. Register of Agreements

Attachments: Prilohy:

Attachment1 Contact details of ROCHE, Pfilohaé.1 Kontaktni udaje ROCHE, B
INSTITUTION and PHYSICIAN POSKYTOVATELE a LEKARE

Attachment2  Information on the processing of Pfiloha &. 2 Informace o zpracovani osobnich
personal data of PHYSICIAN and udaju LEKARE a zaméstnancl a
INSTITUTION’S employees and zastupci POSKYTOVATELE
representatives

Attachment3  Safety Data Exchange Agreement Pfiloha €.3 Smlouva o vyméné

bezpecnostnich dat
WHEREAS: VZHLEDEM K TOMU, ZE
(A) PHYSICIAN wishes to treat a patient identified  (A) LEKAR chce u POSKYTOVATELE légit

with a unique patient identifier (hereinafter the
“‘Patient”), involving Polatuzumab vedotin of F.
Hoffmann-La Roche Ltd., with its registered office at
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
ormore lines of therapy, non-eligible for transplantation
at the INSTITUTION.

(B) ROCHE was asked by PHYSICIAN to provide
compassionate use supply of the Product and has
agreed to provide to PHYSICIAN (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:
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pacienta s jednozna¢nym identifikaénim &islem (déle
jen ,Pacient”) pomoci pfipravku Polatuzumab vedotin
spolecnosti Roche Pharma AG, Emil-Barell-strasse 1,
D-79639 Grenzach-Wyhlen, Némecko (ddle jen
“Lék”) dovazeného v ramci specifického Ié&ebného
programu za uCelem léEby dospélych pacientt s
relabujicim nebo refrakternim difuznim
velkobuné&&nym B-lymfomem (r/r DLBCL), po dvou a
vice liniich terapie, nevhodnych k transplantaci.

(B) LEKAR pozéadal ROCHE o zpfistupnéni Léku
v ramci specifického léCebného programu a ROCHE
se zavazal poskytnout LEKARI (i) Lék v objemu
potfebném k |éEbé Pacienta a (ii) veskeré uzitecné
informace vztahujici se k Léku.

(C) POSKYTOVATEL prohiasuje, Ze disponuje
infrastrukturou nezbytnou pro realizaci specifického
léCebného programu a je pfipraven pfispét k jeho
realizaci, a to véetné poskytnuti svého
zdravotnického zafizeni a spolupracovniki.

SE NYNi PROTO SMLUVNi STRANY DOHODLY
TAKTO:
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1.1

1.2

1.3

1.4

1.5

1.6

l57

1.8

1.9

RESPONSIBILITIES OF PHYSICIAN AND
INSTITUTION:

PHYSICIAN understands that the decision to
use the Product is his/her sole responsibility.

INSTITUTION and PHYSICIAN understand
that the Product has not been assessed by the
State Institute for Drug Control against the
criteria of safety, quality and efficacy.

PHYSICIAN 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.

PHYSICIAN shall ensure that the Patient will
be managed according to best medical
practice and that the Product will be handled
and administered according to the
Investigator’s Brochure.

PHYSICIAN shall personally administer or
supervise the administration of Product to the
Patient.

PHYSICIAN will inform the Patient or his/her
legal representative, that the Product has not
received a marketing authorization in the
Czech Republic and is being supplied on a
compassionate use basis.

PHYSICIAN shall inform the Patient, or his/her
legal representative, of any potential or known
risks related to the use of the Product.

PHYSICIAN shall ensure that written informed
consent for the use of Product will be obtained
from the Patient, or his/her legal
representative, prior to administration of the
Product.

The compassionate use of Product shall be
carried out by PHYSICIAN only after all
necessary legal, regulatory or other approvals
have been granted including, without
limitation, those of any central governmental
authority and strictly in accordance with the
terms of any such approval(s).

PHYSICIAN shall be responsible for and
comply with the safety reporting obligations as
set forth in the attached Safety Data
Exchange Agreement Attachment 3.

INSTITUTION acknowledges that the liability
for the administration of Product resides with
INSTITUTION and that ROCHE bears no
liability for any consequences arising from the
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POVINNOSTI LEKARE A POSKYTOVATELE:

LEKAR si je védom toho, ?e za své rozhodnuti
pouzivat Lék nese vyhradni odpovédnost.

POSKYTOVATEL a LEKAR si jsou védomi toho, Ze
Lék nebyl posuzovan Statnim ustavem pro kontrolu
lé¢iv z hlediska bezpecnosti, kvality a G€innosti.

LEKAR se seznami s informacemi pFedanymi
spole¢nosti ROCHE tykajicimi se pouzivani Léku
véetné potencidlnich znamych rizik a nezadoucich
Gcinkd a porozumi jim.

LEKAR zajisti, ze Pacient bude 1é&en podle nejlepsi
Iékarské praxe a ze s Lékem bude nakladano a Lék
bude podavan v souladu s BroZurou pro zkous$ejiciho
(Investigator's Brochure).

LEKAR bude osobné Pacientovi podévat Lék, nebo
bude na podani Léku Pacientovi osobné dohlizet.

LEKAR sdéli Pacientovi nebo jeho zakonnému
zastupci, ze Lék neni v Ceské republice registrovan a
je poskytovan v ramci specifického Ié¢ebného
programu.

LEKAR seznami Pacienta nebo jeho zakonného
zastupce se vSemi potencialnimi nebo znamymi riziky
souvisejicimi s pouzivanim Léku.

LEKAR zajisti jesté pfed podanim Léku podpis
pisemného informovaného souhlasu s pouzivanim
Léku ze strany Pacienta nebo jeho zadkonného
zastupce.

LEKAR bude provadét specificky léebny program s
Lékem teprve po ziskani vesSkerych potfebnych
zakonnych, regulaénich a jinych povoleni, zejména ze
strany jakéhokoliv organu statni spravy a v pfisném
souladu s podminkami veskerych téchto povoleni.

LEKAR odpovida za spIn&ni povinnosti tykajicich se
bezpeénostnich hlaseni, jak jsou stanoveny ve
zvlastni smlouvé o pfedavani bezpec¢nostnich dat,
ktera tvofi Prilohu ¢. 3 této Smlouvy.

POSKYTOVATEL si je védom toho, ze odpovida za
podavani Léku a Zze ROCHE nenese Zzadnou
odpovédnost za jakékoliv nasledky podani Léku.
POSKYTOVATEL se zavazuje, Ze bude hjjit,
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1.13

2.1
2141

administration of Product. INSTITUTION
agrees to defend, indemnify and hold ROCHE
harmless against any claims brought in the
event that death or injury occurs as a result of
the use or handling of the Product, including
as a result of the Patient being administered
the Product.

INSTITUTION and PHYSICIAN shall comply
with all applicable laws and regulations,
including, but not limited to laws on
compassionate use and data protection,
including 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 Directive 95/46/EC (General Data
Protection Regulation).

INSTITUTION and PHYSICIAN acknowledge
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 and PHYSICIAN 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 and PHYSICIAN acknowledge
that any resupply 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 and PHYSICIAN shall treat any
information provided to them by ROCHE
according to the confidentiality provisions of
Article 3 of this Agreement.

ROCHE RESPONSIBILITIES
ROCHE shall, upon signing this Agreement:

supply PHYSICIAN with the latest version of
the Investigator's Brochure R0O5541077,
polatuzumab vedotin (formerly CDS4501A)
Version 9 July 2018 for the Product which
describes the known properties of the
Product.
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odSkodni

Yile]
jakymkoliv narokiim vznesenym v piipadé smrti nebo
djmy na zdravi nasledkem pouziti Léku nebo
zachazeni s Lékem, mimo jiné nasledkem podani
Léku Pacientovi.

a zbavi ROCHE odpovédnosti

POSKYTOVATEL a LEKAR budou dodrzovat vedkeré
pfislusné zakony a pfedpisy, véetn& mimo jiné zakoni
o specifickych 1é¢ebnych programech a ochrané
osobnich Udajl, véetné nafizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27. dubna
2016 o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich ddajii a o volném pohybu
téchto ddajd a o zruseni smérnice 95/46/ES (obecné
nafizeni o ochrané osobnich tdaja).

POSKYTOVATEL a LEKAR jsou si védomi toho, %e
poskytnuti Léku ze strany spoleénosti ROCHE neni
podminéno nakupem, dodavanim, predepisovanim
ani doporu€ovanim jakychkoliv produktli spole¢nosti
ROCHE a Ze Lék neni poskytovan za u&elem
osobniho prospéchu nebo pouziti.

POSKYTOVATEL a LEKAR pouziji Lék pouze za
iCelem podani Pacientovi, a ne za jakymkoliv jinym
Ucelem nebo jakymkoliv jinym  pacientdm.
POSKYTOVATEL nese odpovédnost za likvidaci
veskerého nespotiebovaného Léku, resp. na zadost
ROCHE za jeho vraceni spole¢nosti ROCHE, a na
Zadost pfedd spoletnosti ROCHE potvrzeni o
likvidaci.

POSKYTOVATEL a LEKAR berou na v&domi, e
jakékoliv dalsi dodavky budou poskytnuty pouze v
pfipadé, Ze lé¢ba bude pro Pacienta nadale pfinosna
a pfinos pro Pacienta naddle pfevazuje nad
potencialnim rizikem lécby.

POSKYTOVATEL a LEKAR budou nakladat s
veskerymi informacemi, které jim pfeda spole¢nost
ROCHE, v souladu s ustanovenimi tykajicimi se
dlveérnosti uvedenymi v ¢lanku 3 této Smiouvy.

POVINNOSTI SPOLECNOSTI ROCHE
ROCHE po podpisu Smlouvy:

pfedd LEKARI posledni verzi Brozury pro
zkousejiciho - Investigator's Brochure RO5541077,
polatuzumab vedotin (dfive DCDS4501A) verze z 9.
¢ervence 2018, ktera popisuje zndmé vlastnosti Léku.
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2.1.2

on a regular basis provide PHYSICIAN 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 / PHYSICIAN, 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 PHYSICIAN
with sufficient advance notice. Product shall
be provided, packaged and labelled in
compliance with applicable local laws and
regulations.

process any safety event that is reported to
ROCHE by PHYSICIAN onto the safety
database.

CONFIDENTIALITY

This Agreement and the terms and conditions
hereof shall be confidential, as well as all
information obtained in connection with this
Agreement, and neither Party shall, without
the prior written permission of the disclosing
Party, disclose the same to any third party
except to the extent this may be required by
applicable law or as necessary for the
compassionate use of the Product. Affiliates of
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;

b) an organization, which is directly or

indirectly controlied by a Party to
this Agreement;

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.
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bude pravidelng poskytovat LEKARI veskeré nové
relevantni informace, o kterych se ROCHE dozvi a
které mohou ménit nebo doplfiovat znamé udaje o
Léku, zejména veSkeré aktualizace Brozury pro
zkousejiciho (Investigator's Brochure) a Dopisl pro
Zkousejiciho vcetné relevantnich idaji souvisejicich
se snasenlivosti Léku, kieré mohou pfedstavovat
riziko pro Pacienta.

poskytne POSKYTOVATELI / LEKARI Lék.
Podrobnosti tykajici se doddvky Léku véetné zplsobu
dodéni, mnozstvi a termin( dodani a mista urCeni pro
dodavku Léku sdéli LEKAR spoleénosti ROCHE s
dostateénym ¢asovym piedstihem Lék. Lék bude ze
strany spoleénosti ROCHE poskytnut, zabalen a
oznacen v souladu s pfislusnymi mistnimi zakony a
predpisy.

zadéd veskeré bezpeénostni pfihody, které LEKAR
nahlasi ROCHE, do bezpecnostni databaze.

DUVERNOST

Tato Smlouva a jeji podminky i veSkeré informace
ziskané v souvislosti s touto Smlouvou jsou divérné
a zadna ze smluvnich stran je nesmi bez pfedchoziho
pisemného souhlasu sdélujici smluvni strany sdélit
zadné ftreti strané s vyjimkou rozsahu, ve kterém to
vyzaduje pfislusny zakon nebo ve kterém je to
nezbytné pro specificky |1éCebny program s Lékem.
Pro Gcely této Smlouvy se za tfeti strany nebudou
povazovat pfidruzené osoby obou smiuvnich stran.

,Pfidruzenymi osobami“ se rozumi:

a) organizace, kterd pfimo nebo nepiimo ovlada
nékterou ze stran této Smlouvy;

b) organizace, ktera je pfimo nebo nepfimo
ovladana nékterou ze stran této Smilouvy;

c) organizace, kterd je pfimo nebo nepfimo
ovladana konetnou matefskou spoleénosti
nékteré ze stran této Smlouvy.

Ovladani podle bodu a) az c) vySe se definuje jako
vlastnictvi vice nez padesati procent akcii ¢i
obchodnich podill s hlasovacim pravem ve
spole¢nosti nebo jind pravomoc Fidit finanéni a
provozni politiku nebo jmenovat vedeni organizace.
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3.2

3.3

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
PHYSICIAN and INSTITUTION.

The obligations of confidentiality set out in
Article 3.1 shall not apply to information which
is (i) published or generally available to the
public through no fault of the receiving Party,
(i) in the possession of the receiving Party
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.

PHYSICIAN may publish compassionate use
experience following discussion with ROCHE.

DATA PRIVACY

ROCHE and F. Hoffmann-La Roche Ltd. will,
as joint controllers, process in their internal
databases the following personal data:

(a) for the purpose of entering into and
performing this Agreement, the following
personal data concerning identification of
INSTITUTION and PHYSICIAN: name
and surname of PHYSICIAN and other

INSTITUTION's employees or
representatives, contact persons,
telephone number and email.

INSTITUTION undertakes to inform its
employees 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
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
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Pojem ,Pfidruzena osoba“ nezahrnuje spole¢nost
Chugai Pharmaceutical Co., Ltd, 1-1, Nihonbashi-
Muromachi 2-chome, Chuo-ku, Tokio, 104-8301,
Japonsko (,Chugai) ani spole¢nost Foundation
Medicine, Inc., 150 Second Street, Cambridge, MA
02141, USA (,FMI“), az do okamZiku kdy se ROCHE
rozhodne Chugai a/nebo FMI zafadit mezi Pfidruzené
osoby a oznami to pisemné LEKARI a
POSKYTOVATELI.

Povinnost micenlivosti stanovend v odst. 3.1 se
nevztahuje na informace: (i) které jsou zvefejnény
nebo obecné pfistupny vefejnosti bez zavinéni
pfijimajici smluvni strany, (ii) které jsou v drzeni
pfijimajici smluvni strany pfed datem této Smlouvy a
na které se povinnost mi€enlivosti nevztahuje, (iii)
které nezavisle vyvinula pfijimajici smluvni strana a
na které se povinnost mi¢enlivosti nevztahuje nebo
(iv) které pfijimajici smluvni strana ziskala od tieti
strany a na které se povinnost mi¢enlivosti
nevztahuje.

LEKAR muze zvefejnit zkuSenosti ze specifického
|[éCebného programu po projednédni se spole¢nosti
ROCHE.

OCHRANA OSOBNIiCH UDAJU

ROCHE a F. Hoffmann-La Roche Ltd. budou jako
spoleéni spravci ve svych internich databéazich
zpracovavat tyto osobni udaje:

(@) za u€elem uzavieni a pinéni této Smilouvy
osobni ddaje tykajici se identifikace
POSKYTOVATELE a LEKARE v rozsahu:
jméno a prijmeni LEKARE a dalsich
zaméstnancu &i zdstupc POSKYTOVATELE
a kontakinich osob, telefonu, e-mailu.
POSKYTOVATEL se zavazuje informovat své
zaméstnance, jejichz osobni Udaje jsou
zpracovavany dle tohoto ¢&lanku, o tom, jak
jsou jejich osobni udaje zpracovavéany ze
strany ROCHE a F. Hoffmann-La Roche Ltd.,
a to v rozsahu PFilohy €. 2 k této Smlouvé.

(b)  za ucelem ovéfeni spinéni kritérii pro Gcast
Pacienta ve Specifickém lé¢ebném programu
pseudonymizované osobni Udaje Pacientl
v rozsahu: identifikaéni kéd, datum narozeni,
pohlavi, Udaje o zdravotnim stavu véetné
diagndzy a dal$i udaje pozadované pro fadné
ové&feni spInéni kritérii pro u€ast Pacienta ve
specifickém [é&ebném programu.
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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
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.

APPLICABLE LAW AND JURISDICTION

This Agreement will be governed by and
construed for all purposes in accordance with
the laws of the Czech Republic without giving
effect to its choice of law principles.
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POSKYTOVATEL se zavazuje tyto udaje
Spole¢nosti ROCHE peoskytnout a rovnéz
informovat Pacienty, jejichz osobni (daje jsou
zpracovavany dle tohoto €lanku, o tom, jak
jsou jejich osobni udaje zpracovavany ze
strany Spole¢nosti ROCHE a F. Hoffmann-La
Roche Ltd., a to vrozsahu uvedeném ve
Vzorovych informacich pro pacienta a
informovaném souhlasu.

POSKYTOVATEL dale jako samostatny spravce
zpracovava osobni Udaje Pacientl a svych
zaméstnancl ve své listinné ¢i elektronické databazi
pro jiné ucely nez pro ty, které jsou specifikované
vitéto Smlouvé, a to svym jménem a na vlastni
odpovédnost.

POSKYTOVATEL a ROCHE se zavazuji
spolupracovat a navzajem se informovat bez prodleni
o: (i) veSkerych Zadostech subjektd udaji -
zaméstnancl POSKYTOVATELE a Pacienti
POSKYTOVATELE, které se tykaji pinéni dle této
Smlouvy a jsou uplatnény dle él. 13 a nasl. GDPR,; (ii)
dotazech a vySetfovanich ze strany Ufadu pro
ochranu osobnich Udaji, které se tykaji nebo se
miZou tykat osobnich Gidaju zpracovavanych dle této
Smlouvy; (iii) porusenich, véetné moznych poruseni
zabezpeceni ochrany osobnich udaja
zpracovavanych dle této Smlouvy.

Dale si POSKYTOVATEL a ROCHE vzajemné
potvrzuji, Zze pfijali veSkerd nezbytna technicka a
organizacni opatfeni za U€elem ochrany osobnich
Udaji zpracovavanych dle této Smiouvy. V pipadé
dotazu druhé ze smluvnich stran, je dotazovana
smluvni strana povinna nejpozdé&ji ve Ilhaté 14
pracovnich dni pfedloZit seznam téchto opatieni.
V pfipadé, Ze poskytnuté technické a organizaéni
opatfeni nebudou odpovidat bé&zné urovni opatieni
pfijatych/pfijimanych ~ vSeobecné  spoleénostmi
pusobicimi na trhu zpracovavajicimi osobni Udaje
stejné kategorie nebo rozsahu jako jsou osobni tdaje
zpracovavané dle této Smlouvy, smiuvni strany se
zavazuji zahdjit jednani o aktualizaci technickych a
organizacnich opatieni.

ROZHODNE PRAVO A JURISDIKCE

Tato Smiouva se fidi a vyklada v souladu se zakony
Ceské republiky s vyjimkou koliznich norem.
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5.2

6.2

6.3

6.4

6.5

6.6

The Parties shall attempt to settle all disputes
arising out of or in connection with the present
Agreement in an amicable way. In the event
that such attempt should fail, the exclusive
jurisdiction for both Parties lies in Prague.

REGISTER OF AGREEMENTS

In the event that the Act on the Register of
Agreements lays down an obligation to
publish this Agreement in the register of
agreements, the Parties have agreed that the
publication in the Register of Agreements will
be ensured by ROCHE no later than 10 days
after the date on which this Agreement is fully
executed and in full compliance with the
requirements of the Act No. 340/2015 Coll., on
the Register of Agreements, as amended
(“Act on the Register of Agreements®).

ROCHE agrees to fill in in the form for
publication of the Agreement in the Register of
Agreements the address of the data mailbox
or e-mail of INSTITUTION so that the Register
administrator can send a confirmation of
publication to INSTITUTION pursuant to Sec.
5 par. 4 of Act on the Register of Agreements.

INSTITUTION represents that this Agreement
does not contain its trade secrets and
acknowledges that ROCHE is entitled to
redact in the Agreement those parts which are
excluded from publication under of the Act on
the Register of Agreements before publication
in the Register of Agreements, especially
those parts of it that constitute a trade secret
of ROCHE or its Affiliate or which are personal
data, unless there is a legitimate reason for
their publication.

ROCHE may publish this Agreement in the
Register of Agreements only if the
INSTITUTION fails to ensure its publication
within the period agreed to in Article 6.1; in
such a case, INSTITUTION is obliged to first
obtain email or written consent of ROCHE with
the publication of a specific version of the
Agreement.

This Article 6 shall also apply mutatis
mutandis to the publication of any amendment
to this Agreement or its modification in the
Register of Agreements.

If the Act on the Register of Agreements does
not impose the obligation to publish this
Agreement in the register of agreements, this
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Smluvni strany se budou snazit vyfesit vSechny spory
plynouci z této Smlouvy nebo s ni souvisejici smirnou
cestou. V pfipadé nedosaZeni smiru maji vyhradni
soudni pravomoc vi¢i ob&ma smluvnim strandm
obecné pfislusné soudy v Praze.

REGISTR SMLUV

Pro pfipad, Ze Zakon o registru smluv stanovi
povinnost tuto Smlouvu uvefejnit v registru smluv, se
Smluvni strany dohodly, Ze jeji uvefejnéni v registru
smiuv dle Zakona o registru smluv zajisti ROCHE, a
to nejpozdéji do 10 dni od uzavieni této Smiouvy a
pIiné v souladu s pozadavky zakona &. 340/2015 Sb.,
O registru smluv, ve znéni pozdéjsich piedpis(
(»Zékon o registru smiuv*).

ROCHE se zavazuje vyplnit ve formulafi pro
uvefejnéni Smiouvy v registru smluv adresu datové
schranky POSKYTOVATELE, aby spravce registru
smluv mohl POSKYTOVATELI zaslat potvrzeni o
uvefejnéni podle § 5 odst. 4 Zékona o registru smiuv.

POSKYTOVATEL prohlasuje, ze Smlouva
neobsahuje jeho obchodni tajemstvi a Ze bere na
védomi, Zze spoleénost ROCHE je opravnéna
zneCitelnit ve Smlouvé pred jejim uvefejnénim ty jeji
Casti, které jsou dle Zakona o registru smiluv
vylou€eny z uvefejnéni, a to zejména ty jeji asti, které
napini  znaky obchodniho tajemstvi spole€nosti
ROCHE nebo Pfidruzené osoby & které jsou
osobnimi Udaiji, ledaze pro jejich uvefejnéni existuje
zékonny davod.

POSKYTOVATEL je opravnén tuto Smiouvu uvefejnit
v registru smluv jediné v pfipadé, 2e ROCHE jejf
uvefejnéni v registru smluv nezajisti sam ve Ihite
ujednané v ¢&lanku 6.1; v takovém pfipadé je ale
POSKYTOVATEL povinen ziskat pisemny & e-
mailovy souhlas ROCHE s uvefejnénim konkrétni
podoby Smiouvy.

Ujednani tohoto &lanku 6 se pouziji mutatis mutandis
také na uvefejiiovani jakéhokoli dodatku k této
Smlouvé ¢i jeji zmény v registru smiuv.

Pokud Zékon o registru smluv nestanovi povinnost
tuto Smlouvu uvefejnit v registru smiuv, tento &lanek
6 se nepouzije.
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Article 6 will not apply

IN WITNESS WHEREOF, the Parties by their duly NA DUKAZ TOHO Strany podepsaly tuto Smiouvu
authorized representatives have caused this prostfednictvim Fadné opravnénych zastupcl dne
Agreement to be executed as of the date first above uvedeného v zapati.

written.

Made in three (3) original copies for and on behalf of:  Vyhotoveno ve tfech (3) vyhotovenich s platnosti
origindlu za a jménem:

Signed on behalf of/Podepsano jménem:

07-11- 2019

Date/Datum: .......ccvereeeeeeeeeiie e

05 -i1- 2019

Date/Datum: ... 2,

PAtrikKronig
Managing Director/jednatel

Signed/Podepséno:
PHYSICIAN/LEKAR:

Signed on behalf of/Podepsano jméffely:
INSTITUTION/POSKYTOVATEL:

25 -11- 201

...... Date/Datum: ..o,

I\/iUDr. Roman Kraus, MBA
Director/feditel
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ATTACHMENT 1
Contact details of ROCHE and PHYSICIAN

ROCHE Contacts/ Kontaktni uidaje spoleénosti ROCHE

PRILOHA &. 1
Kontaktni idaje ROCHE a LEKARE

Activity/Cinnost

Person Responsible/Odpovédna osoba

Safety Data Exchange
Agreement/ Smlouva o
vyméné bezpeénostnich
dat

Name/Jméno: IEGNGNGNGNGNGNGEEEEEE
Title/Funkce: _
Email/E-mail: I
Telephone/Telefon: |IEEEGEGEGEG

Drug Supply for
Compassionate Use
Program/dodavka 1éCiv pro
specificky 1é¢ebny program

Name/Jméno: |GG
Title/Funkce: NG
Email/E-mail: INIINININIGNGNGN
Telephone/Telefon: IEEEEIEGEGEGEGEGEGE

NSTITUTION Contacts/Kontaktni idaje POSKYTOVATELE

Activity/Cinnost

Person Responsible/Odpovédna osoba

Safety Data Exchange
Agreement/ Smlouva o
vyméné bezpeénostnich
dat

Name/dJméno: I
Title/Funkce: I
Email/E-mail: NG
Telephone/Telefon: G

Drug Supply for
Compassionate Use
Program/dodéavka 1éCiv pro
specificky |é¢ebny program

Name/dméno: [N
Title/Funkce: NN
Email/E-mail: I
Telephone/Telefon: G

PHYSICIAN Contacts/Kontkat

ni udaje LEKARE

Activity/Cinnost

Person Responsible/Odpovédna osoba

Safety Data Exchange
Agreement/ Smlouva o
vyméné bezpeénostnich
dat

Name/Jméno: [INEEGEGEGEGEG
Email/E-mail:

Telephone/Telefon: | EGTGNGNGEGG

Drug Supply for
Compassionate Use
Program/dodavka Iéciv pro
specificky l1é¢ebny program

Name/Jméno: I
Title/Funkce: T
Email/E-mail:

Telephone/Telefon: | EGcNGEG

SRD-0112236 (V 2.0)
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ATTACHMENT 2 PRILOHA 2

INFORMATION ON THE PROCESSING OF THE INFORMACE O ZPRACOVAN{ OSOBNICH
PERSONAL DATA OF THE PHYSICIAN AND UDAJU LEKARE A ZAMESTNANCU A
INSTITUTITON’S EMPLOYEES AND ZASTUPCU POSKYTOVATELE

REPRESENTATIVES

Pro ugely uzavfeni a pInéni této Smlouvy je nutné zpracovavat VaSe osobni Gidaje. Spravcem osobnich
Gdaijul je spole¢nost ROCHE s.r.o. se sidlem Sokolovska 685/136f, Karlin, 186 00 Praha 8, ICO: 496 17 052
(,Spravce”) a dale téZ spolecnost F. Hoffmann-La Roche Ltd. se sidlem Grenzacherstrasse 124, CH —
4070 Basel, Svycarsko (,Spoleéni spravci®). Spole¢ni spravci budou pfi zpracovani Vasich osobnich tidajd
jednat v souladu s obecnym nafizenim o ochrané& osobnich udaju €. 2016/679 (,GDPR®).

Spoleéni spravci budou osobni lidaje zpracovavat v nasledujicim rozsahu:
a) (daje uvedené v této Smilouvé a udaje, které dobrovoiné Spoleénym spravcim poskytnete (tj. jméno a
pfijmeni, pfipadné adresa, telefonni ¢islo, e-mail).

Vase osobni Gdaje ve vySe uvedeném rozsahu jsou zpracovavany bez nutnosti ziskani Vaseho souhlasu,
a to na zakladé pravniho titulu dle ¢l. 6 odst. 1 pism. b) GDPR (pInéni smlouvy).

Spoleéni spréavci jsou opravnéni zpracovavat osobni Udaje automatizované a manualné, a to sami nebo
prostiednictvim urCenych zpracovatelll, kterym pfedaji osobni udaje v mife nezbytné nutné pro splnéni
Ukolu. Spole¢ni spravci Vam na Vasi Zadost sdéli aktudini seznam =zpracovatell a prijemcu
prostiednictvim emailu, anebo dopisu. Osobni Udaje jsou uchovany na zabezpecenych serverech a
mohou byt pfedavany i do zemi mimo Evropsky hospodarsky prostor. V takovém piipadé bude
ochrana Vasich osobnich udajl zajisténa adekvatnim zplisobem prostfednictvim uzavieni separétnich
smluv, jako jsou standardni smiuvni dolozky schvélené Evropskou komisi, ledaZze budou predavany do
zemé, o které Evropska komise vydala rozhodnuti uznavajici, Ze je v dané zemi zajisténa osobnim tdajim
odpovidajici ochrana.

Udaje jsou zpracovavany pouze po dobu nezbytné nutnou ve vztahu k déelu uvedenému vyse. Doba
uchovéani je doba trvani této Smlouvy a po jejim zéniku po dobu poZadovanou prisluSnymi pravnimi
pfedpisy.

Po dobu zpracovani osobnich tidajii mate pravo:

a) pozadat Spravce o informaci, za jakym Gcelem jsou osobni Udaje zpracovavany, které osobni Gdaje
jsou zpracovavany véetné veskerych dostupnych informaci o zdrojich zpracovavanych osobnich tdaja,
povaze zpracovani a o pfijemcich osobnich Gdajl. Pozadate-li o informaci tykajici se zpracovani svych
osobnich (dajl, Spravce Vam tuto informaci bez zbyte¢ného odkladu pieda (v pfipadé opakovanych
zadosti mliZze Spravce pozadovat pfiméfenou Uhradu naklad(l na poskytnuti informace);

b) na opravu a doplnéni nepfesnych nebo nepravdivych osobnich udaji;

c) pozadovat vysvétleni, pokud Zzjistite nebo se domnivate, ze Spravce provadi zpracovani osobnich
udajl v rozporu s ochranou soukromého a osobniho Zivota nebo v rozporu se zédkonem, pfipadné
pozadovat, aby Spravce odstranil vznikly stav;

d) obratit se na Urad pro ochranu osobnich udajl;

e) navymaz osobnich Gdajl, nejsou-li jizZ osobni Gidaje potiebné pro tcely, pro které byly shromazdény &i
jinak zpracovany, anebo je-li zjisténo, Ze byly zpracovavany protipravné;

f)  na omezeni zpracovani osobnich tdaji a pravo na pienositelnost Udaji dle podminek stanovenych
GDPR.

Spravce je povinen Vam bez zbyte¢ného odkladu umoznit uplatnéni téchto prav. Kontakini adresou
povéfence pro ochranu osobnich udaji, na néhoz muzete sméfovat jakékoli dotazy &i zadosti, je
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ATTACHMENT 3
SAFETY DATA EXCHANGE AGREEMENT

PRILOHA 3 _
SMLOUVA O VYMENE BEZPECNOSTNICH DAT

Safety Data Exchange Agreement

documenting safety provisions in respect
to the Pre-Approval
Access/Compassionate Use (AG40661)
on Polatuzumab vedotin in
relapsed/refractory Diffuse Large B-Cell
Lymphoma (DLBCL) between

ROCHE s.r.o.
ID. No: 49617052

Seat: Sokolovska 685/136f, Karlin, 186 00
Praha 8, Czech Republic

Registered in the Commercial Register
with the Commercial Court in Prague,
Inlay C 13202

(“Roche”)

and

I I D
Address: P N
I

Date of birth || GG

hereinafter referred to as “Physician”
(Roche and Physician hereinafter reffered
also as “Parties”)

1.
Physician agrees to implement the
necessary procedures and mechanisms for
the timely and direct reporting of single
cases [Adverse Events (AEs), Adverse
Drug Reactions (ADRs), pregnancies
and/or Special Situation reports, Product

SRD-0112236 (V 2.0)

Smlouva o viméné bezpeénostnich dat

dokumentujici poskytovani
bezpecnostnich dat v souladu se
Specifickym lééebnym programem
(AG40661) Polatuzumab vedotin u

pacienti s relabovanym/refrakternim

diftiznim velkobunéénym B-lymfomem
(DLBCL) uzavieni mezi

RVOCHE S.I.0.
ICO: 49617052

Sidlem: Sokolovsk4d 685/136f, Karlin,
186 00 Praha 8, Cesk4 republika
Zapsané v obchodnim rejstfiku vedeném
Méstskym soudem v Praze, oddil C,
vlozka 13202

(“Roche”)

a

{1 1 1 |
Adresa: IR N I
|

Datum narozenf:.. l -
déle jen “Lékai”
(Roche a Lékar déle téZ jako “strany”)

1.
Lékaf souhlasi, Ze zajisti procesy a
mechanismy nezbytné pro ¢asné a pifmé
hlaSeni jednotlivych hldSeni [neZ4doucich
pithod (“AE”), neZidoucich w&inka
(“ADR”), t€hotenstvi a/nebo specifickych
okolnosti, stiZznosti na produkt (s nebo bez
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Complaints (with or without an AE)]
occurring in any patient treated under this
Agreement, including training of all
members of the medical team who could
identify single cases.

Physician will track all single cases
originating from the Pre-Approval
Access/Compassionate Use Program up
until ninety (90) calendar day past the date
of termination of the Program.The
additional collection and reporting period
(90 calendar days) is also applicable during
the Program for a patient who discontinue
treatment while other patients are still in
the Program.

2

An AE is defined as any untoward medical
occurrence in a patient or clinical trial
subject administered a medicinal product
which does not necessarily have a causal
relationship with the treatment. An AE can
therefore be any unfavorable and
unintended sign (including an abnormal
laboratory  finding, for example),
symptom, or disease temporally associated
with the use of a medicinal product,
whether or not considered related to the
medicinal product.

3.
Roche may identify Adverse Events of
Special  interest (“AESIs”) from
toxicology, other non-clinical and existing
clinical data, or from experiences with
similar compounds that require special
collection and reporting arrangements.
Clarification of their scope 1is in
Investigator’s Brochure in order to specify
close monitoring and prompt reporting of
these types of events to Roche even if the
event is considered non-serious according
to the usual regulatory criteria (as they may

SRD-0112236 (V 2.0)

AE)], které se objevi u kteréhokoli
pacienta, ktery je léfen v rdmci této
smlouvy, a to v¢etné $koleni vSech ¢lent
zdravotnického tymu, kteti by mohli
jednotliva hlaSeni identifikovat.

Lékaf bude udrZovat piehled o vSech
jednotlivych hlaSeni z pfistupu k l€kim v
rdmci Programu po dobu az devadesati
(90) kalendéinich dni po skonéeni tohoto
Programu. Tato lhita plati i pro ptipad, Ze
pacient ukon¢i 16€bu, zatimco Program
pokracuje dal.

23
NeZadouci pithoda (AE) je definovéna
jako  jakdkoli  nepfiznivd  zména

zdravotniho stavu postihujici pacienta &i
subjekt klinického hodnoceni, ktery je
pfijemcem léCivého piipravku, i kdyz
neni zndmo, zda je v pfi¢inném vztahu k
lécbé timto piipravkem. NeZadouci
piithodou miZe tedy byt jakykoli
nepfiznivy a neoCekavany piiznak (véetné
napiiklad abnormélnich laboratornich
testd), symptom ¢i onemocnéni v ¢asové
souvislosti s poddvanim 1é€ivého
piipravku a bez ohledu na kauzalni vztah
s 1é¢bou piipravkem.

3.
Roche rovnéz muZe uréit neZddouci
pfihody zvldStniho zdjmu (,,AESIs”)
souvisejici s toxikologickymi
vySetfenimi, dalSimi neklinickymi i
klinickymi ddaji nebo se zkuSenostmi
s podobnymi slouCeninami, které
vyZzaduji zvl&Stni piistup ke sbéru a
hlaSeni. Jejich objasnéni je v Souboru

informaci  zkouSejictho za dCelem
specifikace  peclivého sledovéni a
v€asného  hldSeni téchto  pfihod

spole¢nosti Roche i v ptipadé, Ze jsou
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be subject to expedited submission to
regulatory authorities).

4.

An Adverse drug reaction (“ADR”) in the
pre-approval clinical experience or in other
clinical trial experiences is any noxious
and unintended response to a medicinal
product related to any dose. The phrase
"responses to a medicinal product” or
"associated with the wuse of the
medication,” means that a causal
relationship between a medicinal product
and an AE is at least a reasonable
possibility, i.e., the relationship cannot be
ruled out. Meanwhile for a post-approval
medicinal product, an ADR report shall
have the meaning defined in Regulation
(EU) No. 1235/2010, Directive
2010/84/EU and the related Good
Pharmacovigilance (GVP) modules.

A Product Complaint is any written or oral
information received from a complainant
that alleges deficiencies related to Identity,
Quality,  Safety, Strength, Purity,
Reliability, Durability, Effectiveness, or
Performance of a product after it has been
released and distributed to the commercial
market or clinical trial.

5.
For pre-approval medicinal product,
Physician will collect the following single
cases and send to Roche within one (1)
business day of receipt via email
containing all relevant information — see
Appendix 1 for contacts:

e Serious Adverse Events (SAEs),
e Non-serious AESISs,
e Special Situations Reports:
o Data related to the product
usage during pregnancy or

SRD-0112236 (V 2.0)

povazovidny  za
obvyklych  kritérii
urychlenému
autoritam).

nezdvazné  podle
(mohou podléhat
hlaSenf regulanim

4.

NeZadouci dcinek (“ADR”) v piipadé
pouZiti  neregistrovaného  léCivého
ptipravku at’ jiZz v rdmci klinického
hodnoceni nebo mimo né&j je jakdkoli
nepfiznivd a nezamySlend reakce na
1é¢ivy ptipravek v jakékoliv ddvce. Fraze
"reakce na 1éCivy piipravek" nebo
"spojené s uZivanim lé¢ivého piipravku,”
znamend, 7e pfiinnou souvislost mezi
lé¢ivym piipravkem a AE lze divodné
piedpokladat, to znamen4, Ze vztah nelze
vyloudit. Pro registrované  1éCivé
ptipravky ADR musi odpovidat definici
EU legislativy v Nafizeni (EU) ¢.
1235/2010, Smérnice 2010/84/EU a
ptisluSnych modulech spravné
farmakovigilan¢ni praxe (GVP).

StiZnost na produkt je jakdkoliv pisemné
nebo uUstn€ sdélend informace obdrZena
od stéZovatele, kterd uddvd nedostatky
tykajici se totoZnosti, kvality,
bezpecnosti, sily, Cistoty, spolehlivosti,
trvanlivosti, uc¢innosti nebo funkci
produktu po jeho propusténi a distribuci
na trhu nebo do klinického hodnoceni.

5.
V piipadé neregistrovanych léCivych
ptipravki Lékaf bude shromazdovat
néasledujici hlaSeni a zaSle spolenosti
Roche do jednoho (1) pracovniho dne od
obdrZeni vSechny relevantni informace
emailem — kontakt viz Piiloha ¢.1:
e Zivainé AE (“SAE”),
e NezavaZzné AESIs,
e Specifické okolnosti:
o Informace tykajici se pouZiti
1é¢ivého ptipravku v pribehu
téhotenstvi  nebo  kojeni
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breastfeeding  with  or
without association with an
AE.

Data related to overdose,
abuse, off-label use,
misuse,
inadvertent/erroneous
administration, medication
error (including potentially
exposed in case of
medication errors or
intercepted medication
eIrors) or  occupational
exposure, with or without
association with an AE.

Data related to the product
use in a Paediatric and
Elderly  population  if
associated with an AE.

Lack of therapeutic efficacy
with or without association
with an AE.

Data related to a suspected
transmission of an
infectious agent via a
medicinal product
(STIAMP). Note: such
reports are always
considered as an AE.

Drug interactions,
including drug/food, drug/
device and drug/alcohol
interactions. Note: such
reports are always
considered as an AE.

Product Complaints (with or
without an AE).

spojené ¢ bez spojeni s
vyskytem neZadouci pithody,

Informace tykajici se
pfedavkovani, Zneuziti,
pouZiti mimo  schvilené
informace /off-label/,
nespravného pouZiti,

nedmyslné/chybné aplikace,
chybného podéani Iéku
/zahrnujici teoretickou
expozici pfi chybném podan{
nebo  pozastavené, véas
zaznamenan€, chybné podén{
1€ku/, nebo expozice 1é¢ivému
pfipravku v zaméstndni,
spojené €i bez spojeni s
vyskytem neZadouc{ pithody,
Informace o pouZiti produktu
v pediatrické populaci nebo u
seniorti pokud jsou spojené s
vyskytem neZadouci pifhody,
Nedostateéna d¢innost
spojend ¢i bez spojent s
vyskytem neZadouci pithody,
Pokud neni jinak uréeno v

protokolu,  informace o
podezieni na pienos
infekéniho agens
prostfednictvim piipravku
ISTIAMP/. Pozndmka: takové
informace Jjsou vZdy
povaZoviny za  neZdidouci
pFihodu,

Lékové interakce, vé&etns

interakci l€k/potravina,
lék/zdravotnicky prostiedek a
1€k/alkohol. Pozndmka:
takové informace jsou vidy
povaZovdny za neZddouci
pFihodu.

e StiZnosti na produkt (spojené
nebo bez spojeni s vyskytem
nezadouc{ ptihody).

Lékat zaSle spolednosti Roche viechna
nezdvazni ADR jednou za mésic.
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The Physician will send to Roche all non-
serious ADRs on a monthly basis.

For post-approval medicinal product,
Physician will collect all AEs and Special
Situations Reports listed above, Product
Complaints (with or without an AE) and
send them to Roche within one (1) business
day of receipt email containing all relevant
information — see Appendix 1 for contacts.

When any patient treated under this
agreement is also provided with
intravenous MabThera®/Rituxan®,
the treating physician will collect and send
all single case reports in the same way as
for Polatuzumab vedotin.

6.

Physician will perform adequate due
diligence with regard to obtaining follow-
up data on any single case. If Roche
requires clarification or further data
concerning these reports received by
Physician, Roche will not contact the
patient directly for such data, but will route
all requests, if required based on clinical
judgment to the Physician.

7.
Physician will ensure that all single cases,
as defined above, have been sent to Roche.
For this purpose, Roche will produce a
quarterly line-listing for all single cases
received in the preceding time period and
send this to the treating physician. The
final line-listing will be sent by Roche to
the Treating Physician after ninety (90)
calendar days past the date of termination
of the Program. Once received, the
threating physician will confirm receipt
and completeness of the line-listing within
five (5) business days. Contact details of
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Pro schvilené 1€Civé pfipravky bude
Lékat sbirat vSechny AE a specifické
okolnosti vypsané vySe (spojené nebo bez
spojeni s neZadouci pithodou) a bude je
pfeddvat spole¢nosti Roche do jednoho
(1) pracovniho dne od zjiSténi skute¢nosti
emailem obsahujicim v3echny relevantn{
informace — kontakt viz Pfiloha 1.

Pokud je jakémukoliv pacientovi
lé€enému podle této smlouvy poddvan
intraven6zni formou také 1é¢ivy piipravek
MabThera®/Rituxan®, Lékaf bude sbirat
a preddvat spolecnosti Roche veSkerad
Jjednotliva hl4Seni stejnym zpiisobem jako
pro Polatuzumab vedotin.

6.

opatfovani dopliiujicich ddaji ke vSem
jednotlivym hlaSenim. Pokud bude Roche
poZzadovat vysvétleni i dal$i data tykajici
se t&chto hlaSeni obdrZenych od Lékare,
Roche nebude kontaktovat pacienta
pfimo, ale bude sméfovat Z4adost
o doplnéni, pokud bude na zikladé
klinického posouzeni potfeba, piimo na
Lékare.

7.
Lékaf zajisti, aby v3echna jednotliva
hldSeni, jak je definovdno vySe, byla
odeslana do spolecnosti Roche. Za timto
ucelem  Roche  vytvoii  Ctvrtletni
periodicky seznam hlaSeni (line-listing)
vSech jednotlivych hldSeni obdrZenych v
pfedchozim obdobi a zaSle jej Lékafi.
ZavéreCny seznam hlaSeni bude zaslan
Lékati po uplynuti devadesati (90)
kalendé4fnich dnt od ukonéeni Programu.
Lékat potvrdi jejich pifjem a tplnost
seznamu do péti (5) pracovnich dnd od
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each Party are specified in Appendix 1.

8.
Roche will be responsible for regulatory
reporting in accordance with local

regulations. This does not relieve the
Physician or other employees of the
Physician employer liability for breach of
Czech laws, especially Act no. 378/2007
Coll.,, On Pharmaceuticals and on
Amendments to Some Related Acts
(Pharmaceuticals Act).

0.

The parties acknowledge that if the
Physician is under this contract obliged to
report AESIs, has access to the current list.
Roche is committed in case of any change
of it to pass to the Physician the current
version of the Investigator’s Brochure
without unnecessary delay.

10.
For pre-approval medicinal product, once
the product has been granted Marketing
Authorization, Roche will inform the
Physician of this change in approval status.

11.

This Safety Data Exchange Agreement
shall be executed in the Czech and in
English Language. In any event of conflict
of the Czech and English versions of this
Agreement, the Czech version shall
prevail.

This Safety Data Exchange Agreement is
governed by relevant Czech laws and
becomes effective on the date upon which
the last Party executes the Agreement and
remains in full force and effect as long as
the reporting obligations under applicable
laws and regulations for the Parties exist.
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obdrZzeni. Kontakty obou stran jsou
uvedeny v piiloze €. 1. '

8.
Spolecnost Roche bude odpovédnd za
hlaseni na SUKL v souladu s pravnimi
predpisy platnymi v Ceské republice. To

vSak nezbavuje Lékafe ani jiné
zaméstnance zaméstnavatele Lékare
odpov€dnosti za poruseni cCeskych

pravnich piedpisd, zejména zdkona ¢.
378/2007 Sb., o 1éCivech a o zmeénich
nékterych souvisejicich zdkoni (zdkon o
1éCivech).

0.
Strany potvrzuji, Ze v piipad¢, Ze Lékai je
podle této smlouvy povinen hlasit AESIs,
ma4 k dispozici aktudlni seznam. Roche se
zavazuje v piipadé zmény predat Lékaii
aktudlni verzi Souboru informaci pro
zkousejiciho bez zbyte¢ného odkladu.

10.
V piipadé ziskédni registrace u dosud
neregistrovaného 1éCivého  piipravku
bude spole€nost Roche informovat
Lékare o zmén¢ statutu piipravku.

11.
Tato Smlouva o vyméné€ bezpecnostnich
dat (ddle Smlouva) bude vyhotovena v
Ceském a anglickém jazyce. V piipadé
jakéhokoli rozporu mezi ceskou a
anglickou verzi této smlouvy bude
rozhodujici ¢eska verze.
Tato Smlouva se fidi pfislu§nymi ¢eskymi
predpisy a nabyva G¢innosti dnem, kdy ji
podepiSe posledni strana, a je platnd a
ticinn4 po celou dobu trvani ohlafovacich
povinnosti obou stran v  souladu
s pfisluSnymi pravnimi pfedpisy.
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ROCHE s.r.o. represented
by/zastoupend

Name/Jméno: Robin Turner Signature/Podpis:
Title/ Titul: 4

Signature/Po

0711 2019

Name/Iméno: Patrik Kronig
Title/ Titul:  jednatel

Si

Date/Datum:
05-11- 2018
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Priloha ¢. 1

HLASENI NEZADOUCICH PRIHOD A SPECIFICKYCH OKOLNOSTI
Farmakovigilané¢ni (FV) Skoleni Roche pro smluvni partnery

HLASENI NEZADOUCICH PRIHOD (AE)?
Jakdkoli nepf¥iznivd zména zdravotniho stavu postihujici pacienta, ktery je pifjemcem lé¢ivého

Verze 5, 28.11.2017

Autor:[|||IGEN

ptipravku, i kdyZ neni zndmo, zda je v pfi¢inném vztahu k 1é¢bé timto pfipravkem.

Vsechny AE musi byt hlaSeny Roche i pokud je pfihoda popsédna v PIL nebo SmPC nebo byla ptihoda

jiz hl4Sena SUKLu.

HLASENI SPECIFICKYCH OKOLNOSTI - nutno hlésit, i kdyZ neni spojeno s AE!

Téhotenstvi VSechna hlaSeni t¢hotenstvi musi byt pfeddna Roche, véetné expozice:
- matky pfed poCetim, v prib&hu t€hotenstvi nebo v priibéhu
kojeni,
- otce.
Nedostatecna VSechna hlaSeni nedostate¢né tcinnosti lé¢ivého piipravku musi byt
ucinnost pfeddna Roche.
Predavkovani Podéni mnoZstvi lécivého piipravku, které pfevySuje maximdln{

doporucenou schvélenou ddvku (omylem, imyslné, jednordzové nebo
kumulativné).

Nespravné pouziti

Z4amérné a nespravné podéni 1éCivého piipravku v rozporu s registraci.

Zneuziti/naduzivani

Zameérné opakované Ci jednordzové excesivni pouZivéni léCivého
piipravku, je doprovazeno Skodlivymi fyzickymi nebo psychickymi
ticinky.

Medication errors/
Chybné podani léku

Jakédkoli nedmyslnd chyba pii ptedepisovani, vydani ¢i podani
1éCivého piipravku lékatem, l€karnikem ¢i pacientem.

Expozice lécivému
pripravku v
zaméstnani

Vystaveni se ptsobeni lé¢ivého piipravku v dusledku profesniho &i
neprofesniho zaméstnani.

Podezirenim na
prenos infekéniho
agens
prostiednictvim
pripravku
(STIAMP)

v s vz

Jakykoli organismus, virus ¢i infek¢ni ¢4stice, patogenni i nepatogenni
se povaZzuje za infek¢ni agens.

Na prenos infekEniho agens lze usuzovat z klinickych symptomt ¢&i
laboratornich nélezu.

SRD-0112236 (V 2.0)

Page 19 of 21




Podezieni na Padélky origindlnich 1€k, které se tvafi jako origindl mohou:

padélek ¢i potvrzeny - Obsahovat latky niZ8{f kvality nebo $patné davky.

padélek - Byt imyslné a podvodné $patné oznadeny s imyslem zamezit
identifikaci zdroje.

- Mit padélany obal, Spatné ingredience nebo niZ3f podil Géinné

latky.
Umrti Piipady dmrti by mély byt doplnény o chybgjici data a mél by byt
ucin€n pokus ziskat a nahl4sit p¥i¢inu dmrti.
Off-label pouziti Tyka se pfipadu, kdy je 1éCivy piipravek pouZivdn v rozporu s

registraci (SmPC, PIL). Na FV oddéleni Roche se mus{ hl4sit off-label
pouZiti, které neni spojené s neZadouci pithodou v ptipadg, Ze je off-
label pouZiti zfetelné, jasn& a dobrovolné nahldSeno/ozndmeno
hlasitelem, ozndmeni bylo nevyZddané (neni vysledkem cileného

dotazu).
Progrese 1. VSechny atypické ¢i akcelerované progrese* onemocnéni, které
onemocnéni ukazuji spiSe na nedostate¢nou @éinnost p¥ipravku Roche

*Nap¥. rychlejsi progrese, nez by se ocekdvalo, nebo miife zahrnovat

dal$i neocekdvané prvky progrese, které mohou byt p¥ipisovdny léché

podezielym pFipravkem

A/ nebo

2. Lékaf naznacCuje, Ze progrese je v pFi¢inné souvislosti s 1é¢bou
pfipravkem Roche (spiSe ukazuje na nedostate¢nou téinnost)
anebo se k pri¢inné souvislosti nevyjadfil (pak nutno zajistit
v rdmci doplnéni informacf).

Interakce Interakce I€k/l€k, lék/potrava, lék/zdravotnicky prostiedek a
1ék/alkohol.

Lékova zavislost Fyzicky ¢€i psychologicky jev &inici opakované uZivani léku
patologickym.

Syndrom z vysazeni | NeZidouci duSevni a/nebo fyzick4 manifestace/ptiznaky, které se
objevi po sniZeni ¢i pferuSeni podavan{ 1éku.

V3echny nezidouci piihody a hlaseni specifickych okolnosti musi byt piedany do Roche do 1
pracovniho dne od zjisténi 4 minimalnich kritérii:
¢ Identifikovatelny pacient - (inicidly, pohlavi, datum narozeni, vék nebo vékovd kategorie -
nutno hldsit alespon jedno)
* Identifikovatelny hlésitel - Jméno a dostupné kontakni informace hldsici osoby (telefon, fax,
adresu, email)
® NeZadouci pifhoda nebo specifick4 okolnost
e  Podeziely lék Roche
VSechny ostatni lékaisky relevantni informace o hldSeni musi byt rovné; poskytnuty z divodu
umoznéni zhodnoceni pfipadu.

SKOLENI ZAMESTNANCU
Musite zajistit, Ze vSichni zaméstnanci se proskoli pfed tim, neZ zatnou pracovat na ¢innostech

specifikovanych ve smlouvé.
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OCHRANA DAT

Po celou dobu musi byt dodrZzovana divérnost pacienta.

Roche si nepreje obdrzet informace o pacientovi, které jsou v rozporu se zikonem o ochrané
osobnich ddaju.

Nemusite poskytovat osobni informace, které tento zdkon nepovoluje. Postadi identifikace pacienta
typu: pohlavi, inicidly, v€kova kategorie.

KONTAKTY ROCHE — KAM HLASIT
Pokud potfebujete nahlésit AE, specifickou okolnost, nebo stiZnost na produkt (s AE nebo bez AE),

¢i pokud mate dal8i dotazy ohledné tohoto Skoleni, kontaktujte prosim:
Mobilni &isto: IS

E-mail:

Pro vice informaci prosim navstivte http://www.roche.cz/home/phv.html nebo pouZijte QR kéd.

Lékar

Jméno a pijmens |

Datum: /f’/wb'wf

Podpis:
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