COMPASSIONATE USE - Treating Physician

REGARDING

Agreement

Pre-Approval
Access/Compassionate Use of
glofitamab for treatment of patients
with  relapsed/refractory  Diffuse
Large B-Cell Lymphoma (r/r
DLBCL), transformed Follicular
Lymphoma (tFL) or Primary
Mediastinal B-Cell Lymphoma
(PMBCL) according to global
Compassionate Use  Program
AG42296

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

work address: Fakultni nemochice
Kralovské Vinohrady, Srobarova
1150/50, 100 34 Praha 10

(Hereinafter known as

“PHYSICIAN”)

Fakultni nemocnice Kralovské
Vinohrady

with its registered office at

Srobarova 1150/50, 100 34 Praha
10, ID No. 00064173

represented by MUDr. Jan Votava,
Director

(Hereinafter known as
“‘INSTITUTION”)
ROCHE s.r.o.
with its registered office at

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

(Hereinafter known as “ROCHE”)

186
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1. Responsibilities of PHYSICIAN and
INSTITUTION

Cislo smlouvy: 23-0533

SPECIFICKY LECEBNY PROGRAM -

smlouva s oSetfujicim lékarem

VE VECI

Specifického |é€ebného programu s
[éCivym pfipravkem obsahujicim
ucinnou latku glofitamab pro 1é¢bu
pacient s relabujicim/refrakternim
difuznim velkym B-bunéénym
lymfomem (r/r DLBCL),
transformovanym folikularnim
lymfomem (tFL) nebo primarnim
mediastinalnim  lymfomem  B-bunék
(PMBCL) podle globalniho

compassionate use programu AG42296

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

Stranami:

adresa pracoviste: Fakultni nemocnice
Kralovské Vinohrady, Srobarova
1150/50, 100 34 Praha 10

(dale jen ,LEKAR®)

Fakultni
Vinohrady

se sidlem Srobérova 1150/50, 100 34
Praha 10, ICO: 00064173

nemochice Kralovské

zastoupena MUDr.
MBA, feditelem

(dale jen “POSKYTOVATEL”)

Janem Votavou,

na strané jedné

A

ROCHE s.r.o.

se sidlem Sokolovvské 685/136f, Karlin,
186 00 Praha 8, ICO: 49617052

(dale jen “ROCHE”)

na strané druhé

OBSAH

1. Povinnosti LEKARE a POSKYTOVATELE
2. Povinnosti ROCHE
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2. ROCHE Responsibilities 3. Dulvérnost

3. Confidentiality 4. Ochrana osobnich udaju

4. Data Privacy 5. Rozhodné pravo a jurisdikce

5. Applicable Law and Jurisdiction 6. Registr smluv

6. Register of Agreements

Attachments: Prilohy:

Attachment 1 Contact details of ROCHE, Prilohac.1 Kontaktni udaje ROCH'E, 3
INSTITUTION and PHYSICIAN POSKYTOVATELE a LEKARE

Attachment 2 Information on the Processing of Pfiloha¢.2 Informace o zpracovani osobnich
Personal Data of PHYSICIAN and udaja LEKARE a zaméstnanct a
INSTITUTION’S employees and zastupcii POSKYTOVATELE
representatives

WHEREAS: VZHLEDEM K TOMU, ZE

(A) PHYSICIAN wishes to treat a patient identified (A) LEKAR chce Iécit pacienta s jednoznacnym

with a unique patient identifier (hereinafter the
“Patient”), involving Glofitamab of Roche Pharma AG,
Emil-Barell-strasse 1, D-79639, Grenzach-Wyhlen,
Federal Republic of Germany (hereinafter the
“Product”) supplied on a compassionate use basis, for
treatment of patients with relapsed/refractory Diffuse
Large B-Cell Lymphoma (r/r DLBCL), transformed
Follicular Lymphoma (tFL) or Primary Mediastinal
B-Cell Lymphoma (PMBCL) according to global
Compassionate Use Program AG42296 of Roche at
the INSTITUTION (hereinafter the “Compassionate
Use Program”).

(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) In accordance with the terms of the Decision of the
Ministry of Health approving the Compassionate Use
Program, ROCHE agrees to provide marketing
authorized medicinal product GAZYVARO 1000MG
INF CNC SOL 1X40ML (marketing authorization no.:
EU/1/14/937/001, SUKL code: 0210) (hereinafter
"GAZYVARO") in quantity required to pre-medicate the
Patient at a reduced price. The administration of
GAZYVARO may for certain Patients currently not be
in accordance with GAZYVARO SPC.

(D) INSTITUTION, declaring to have the required
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identifikacnim Cislem (dale jen ,Pacient®) pomoci
pripravku Glofitamab spole¢nosti Roche Pharma AG,
Emil-Barell-strasse 1, D-79639, Grenzach-Wyhlen,
Spolkova republika Némecko (dale jen “Lék”)
dovazeného v ramci Specifického [éCebného
programu s léCivym pfipravkem obsahujicim ucinnou
latku glofitamab pro |&éCbu pacientl s
relabujicim/refrakternim difuznim velkym B-buné&nym
lymfomem (r/r DLBCL), transformovanym folikularnim
lymfomem (tFL) nebo primarnim mediastinalnim
lymfomem B-bunék (PMBCL) podle globalniho
compassionate use programu AG42296 spolecnosti
Roche u POSKYTOVATELE (dale jen ,Specificky
IéCebny program®).

(B) LEKAR pozadal ROCHE o zpfistupnéni Léku
v ramci Specifického Ié€ebného programu a ROCHE
se zavazal poskytnout LEKARI (i) Lék v objemu
potfebném k I[éCbé Pacienta a (ii) veSkeré uZiteCné
informace vztahujici se k Léku.

(C) V souladu s podminkami souhlasného rozhodnuti
Ministerstva zdravotnictvi se Specifickym IéEebnym
programem ROCHE  souhlasi s poskytnutim
registrovaného 1éCivého pfipravku GAZYVARO
1000MG INF CNC SOL 1X40ML (registracni cislo:
EU/1/14/937/001, koéd SUKL: 0210) (dale jen
-GAZYVARO") v objemu potfebném pro predléceni
Pacienta za snizenou cenu. U nékterych Pacientl
nemusi byt podani GAZYVARO aktualné v souladu se
souhrnem udajli o pfipravku.

(D) POSKYTOVATEL prohlasuje, Ze disponuje



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 PHYSICIAN AND
INSTITUTION:
1.1 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.
INSTITUTION and PHYSICIAN acknowledge
that the Compassionate Use Program as
approved by the Ministry of Health includes
premedication of the Patient with
GAZYVARO. Indication for the use of
GAZYVARO may currently for certain
Patients not be in accordance with the SPC
for GAZYVARO, i.e., GAZYVARO may be
administered to certain Patients off-label.

PHYSICIAN shall read and understand the
information received from ROCHE regarding
the use of the Product and GAZYVARO
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 and that GAZYVARO
will be handled in accordance with its SPC.

1.2

1.3

1.4

1.5 PHYSICIAN shall personally administer or
supervise the administration of Product and

GAZYVARO 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. If GAZYVARO is
administered to a Patient for indication for
which it has not received marketing
authorization in the Czech Republic,
PHYSICIAN will inform the Patient or his/her
legal representative.

PHYSICIAN shall inform the Patient, or
his/her legal representative, of any potential

1.6

1.7
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infrastrukturou a vSemi opravnénimi nezbytnymi pro

realizaci Specifického |é€ebného programu a je
pfipraven pfispét kjeho realizaci, a to vCetné
poskytnuti svého zdravotnického zafizeni a

spolupracovniku.

SE NYNi PROTO SMLUVNi STRANY DOHODLY
TAKTO:

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 dstavem pro kontrolu
I&éCiv z hlediska bezpelnosti, kvality a ucinnosti.
POSKYTOVATEL a LEKAR berou na védomi, ze
soucasti  Specifikého |éCebného programu je
v souladu se souhlasnym rozhodnutim Ministerstva
zdravotnictvi  pfedléeni  Pacienta  1é€ebnym
pfipravkem GAZYVARO. Indikace pro pouziti
IéEbného pripravku GAZYVARO aktualné u nékterych
Pacientd nemusi byt v souladu se souhrnem udaju o
pfipravku GAZYVARO, tzn., u nékterych Pacientd se
muze jednat o tzv. podani ,off-label”.

LEKAR se sezndmi s informacemi predanymi
spole€nosti ROCHE tykajicimi se pouzivani Léku a
GAZYVARO vcetné potencidlnich znamych rizik a
nezadoucich u¢inkd a porozumi jim.

LEKAR zajisti, ze Pacient bude 1é&en podle nejlepsi
Iékafské praxe a ze s Lékem bude nakladano a Lék
bude podavan v souladu s BroZzurou pro zkouS$ejiciho
(Investigator's  Brochure) a Ze s pfipravkem
GAZYVARO bude nakladano v souladu se souhrnem
Udajli o pfipravku.

LEKAR bude osobné& Pacientovi podavat Lék a
GAZYVARO, nebo bude na jejich podani Pacientovi
osobné dohlizet.

LEKAR sdéli Pacientovi nebo jeho zakonnému
zastupci, Zze Lék neni v Ceské republice registrovan a
je poskytovan v ramci Specifického [éCebného
programu. Bude-li GAZYVARO konkrétnimu
Pacientovi podano pro indikaci, pro kterou dosud neni
v Ceské republice registrovano, LEKAR to sdéli
Pacientovi nebo jeho zakonnému zastupci.

LEKAR seznami Pacienta nebo jeho zakonného
zastupce se vSemi potencialnimi nebo znamymi riziky



1.8

1.9

or known risks related to the use of the
Product and GAZYVARO.

PHYSICIAN shall ensure that written
informed consent for the use of Product and
GAZYVARO will be obtained from the Patient,
or his/her legal representative, prior to
administration of the Product. Patient may not
be enrolled in the Compassionate Use
Program before signature of the informed
consent form.

The Compassionate Use Program with the
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 2.

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
administration of Product and/or GAZYVARO
administered in the Compassionate Use
Program. 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) and Act
No. 110/2019 Coll., on processing of personal
data.

INSTITUTION and PHYSICIAN acknowledge
that the supply of Product and GAZYVARO
by ROCHE is not contingent on the purchase,
supply, prescription or recommendation of
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souvisejicimi s pouzivanim Léku a GAZYVARO.

LEKAR zajisti je$té pred podanim Léku podpis
pisemného informovaného souhlasu s pouzivanim
Léku a GAZYVARO ze strany Pacienta nebo jeho
zakonného zastupce. Bez podpisu informovaného
souhlasu nemlze byt Pacient do Specifického
Ié€ebného programu zafazen.

LEKAR bude provadét Specificky lé&ebny program s
Lékem teprve po ziskani veskerych 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 splnéni povinnosti tykajicich se
bezpelnostnich hlaseni, jak jsou stanoveny ve
zvlasdtni smlouvé o predavani bezpec€nostnich dat,
ktera tvofi pfilohu ¢&. 2 této Smlouvy.

POSKYTOVATEL si je védom toho, Zze odpovida za
podavani Léku a ze ROCHE nenese zadnou
odpovédnost za jakékoliv nasledky podani Léku
a/nebo GAZYVARO v ramci Specifického lé¢ebného
programu. POSKYTOVATEL se zavazuje, ze bude
hajit, odSkodni a zbavi ROCHE odpovédnosti vuci
jakymkoliv narokim vznesenym v pfipadé smrti nebo
ujmy na zdravi nasledkem pouziti Léku nebo
zachazeni s Lékem, mimo jiné néasledkem podani
Léku Pacientovi.

POSKYTOVATEL a LEKAR budou dodrZovat veskeré
prislusné zakony a predpisy, véetné mimo jiné zakonu
o specifickych léCebnych programech a ochrané
osobnich  Udaju, véetné nafizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27. dubna
2016 o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich udajil a o volném pohybu
téchto udaji a o zruSeni smérnice 95/46/ES (obecné
nafizeni o ochrané osobnich udaju) a zakona ¢.
110/2019 Sb., o zpracovani osobnich udaj.

POSKYTOVATEL a LEKAR jsou si védomi toho, Ze
poskytnuti Léku a GAZYVARO ze strany spole€nosti
ROCHE neni podminéno nakupem, dodavanim,
prfedepisovanim ani doporuCovanim jakychkoliv



2.1
211

any ROCHE products and not intended for
personal benefit or use.

INSTITUTION and PHYSICIAN shall use the
Product and GAZYVARO 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/ GAZYVARO 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 of the 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.

INSTITUION and PSHYSICIAN acknowledge
that enrolment of Patients in the
compassionate use programme is possible
only until commercial registered medicinal
product with the active substance glofitamab
is available in the Czech Republic. Patients
enrolled in the compassionate use
programme will be treated in compliance with
the Plan of the compassionate use
programme and Decision of the Ministry of
Health that approves the program.

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 for the Product
which describes the known properties of the
Product.

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.
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produktd spoleénosti ROCHE a ze Lék ani
GAZYVARO neni poskytovan za ucelem osobniho
prospéchu nebo pouziti.

POSKYTOVATEL a LEKAR pouziji Lék i GAZYVARO
pouze za UCelem podani Pacientovi, a ne za
jakymkoliv jinym Ucelem nebo jakymkoliv jinym
pacientim. POSKYTOVATEL nese odpovédnost za
likvidaci veskerého nespotfebovaného
Léku/GAZYVARO, resp. na zadost ROCHE za jeho
vraceni spole¢nosti ROCHE, a na zadost preda
spole¢nosti ROCHE potvrzeni o likvidaci.

POSKYTOVATEL a LEKAR berou na védomi, Zze
jakékoliv dalsi dodavky Léku budou poskytnuty pouze
v pfipadé, Ze léCba bude pro Pacienta nadale
pfinosna a pfinos pro Pacienta nadale pfevazuje nad
potencialnim rizikem IéCby.

POSKYTOVATEL a LEKAR berou na védomi, Ze
zafazovani Pacientl do programu je mozné nejdéle
do okamziku dostupnosti komeréniho registrovaného
IéCivéeho pfipravku s uc€innou latkou glofitamab
v Ceské republice. Pacienti zafazeni do programu
budou doléceni v souladu s Planem specifického
|é€ebného programu a souhlasnym rozhodnutim
Ministerstva zdravotnictvi se specifickym léCebnym
programem.

POSKYTOVATEL a LEKAR budou nakladat s
veSkerymi informacemi, které jim pfeda spole€nost
ROCHE, v souladu s ustanovenimi tykajicimi se
davérnosti uvedenymi v ¢lanku 3 této Smlouvy.

POVINNOSTI SPOLECNOSTI ROCHE
ROCHE po podpisu Smiouvy:

pfedd LEKARI posledni verzi Brozury pro
zkousejiciho (Investigator’'s Brochure), ktera popisuje
znamé vlastnosti Léku.

bude pravidelné poskytovat LEKARI veskeré nové
relevantni informace, o kterych se ROCHE dozvi a
které mohou ménit nebo doplfiovat znamé udaje o
Léku, zejména vedkeré aktualizace Brozury pro
zkouSejiciho (Investigator’'s Brochure) a Dopisl pro
ZkousSejiciho v€etné relevantnich Udaju souvisejicich
se snaSenlivosti Léku, které mohou predstavovat
riziko pro Pacienta.



provide INSTITUTION, with the Product free
of charge and with GAZYVARO for a reduced
price. Details of supply, including the mode of
supply, quantity, and timelines of delivery and
destination of shipment of the Product and
GAZYVARO shall be supplied to ROCHE by
PHYSICIAN with sufficient advance notice.
Product and GAZYVARO shall be provided,
packaged and labelled in compliance with
applicable local laws and regulations.
GAZYVARO will be provided  for
premedication of the Patient before
administration of the Product for a reduced
price of CZK [Jlpackage.

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 controlled 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.

With respect to ROCHE the term "Affiliate"
does not include Chugai Pharmaceutical Co.,
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poskytne  POSKYTOVATELI Lék zdarma a
GAZYVARO za snizenou cenu. Podrobnosti tykajici
se dodavky Léku a GAZYVARO vcetné zpusobu
dodani, mnozZstvi a termin{ dodani a mista uréeni pro
dodavku Léku sdéli LEKAR spole¢nosti ROCHE s
dostateCnym €asovym predstihem. Lék a GAZYVARO
budou =ze strany spolednosti ROCHE LEKARI
poskytnuty, zabaleny a oznaCeny v souladu s
pfislusnymi mistnimi zakony a pfedpisy. GAZYVARO
bude za ucelem predléCeni Pacienta pfed podanim
Léku poskytnuto POSKYTOVATELI za snizenou cenu
Il Kc/baleni.

zada veskeré bezpecnostni pfihody, které LEKAR
nahlasi ROCHE, do bezpec¢nostni databaze.

DUVERNOST

Tato Smlouva a jeji podminky i ve3keré informace
ziskané v souvislosti s touto Smlouvou jsou divérné a
Zadné ze smluvnich stran je nesmi bez pfedchoziho
pisemného souhlasu sdélujici smluvni strany sdélit
zadné treti strané s vyjimkou rozsahu, ve kterém to
vyzaduje pfislusny zakon nebo ve kterém je to
nezbytné pro Specificky léCebny program s Lékem.
Pro ucely této Smlouvy se za tfeti strany nebudou
povazovat pfidruzené osoby obou smluvnich stran.

LPridruZzenymi osobami“ se rozumi:

a) organizace, ktera pfimo nebo nepfimo ovlada
nékterou ze stran této Smlouvy;

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

c) organizace, ktera je pfimo nebo nepfimo
ovladana kone¢nou matefskou spoleénosti
nékteré ze stran této Smlouvy.

Ovladani podle bodu a) az c) vySe se definuje jako

vlastnictvi vice nez padesati procent akcii Ci
obchodnich podild s hlasovacim pravem ve
spole€nosti nebo jina pravomoc fidit finanéni a

provozni politiku nebo jmenovat vedeni organizace.

Pojem ,Pfidruzena osoba“ nezahrnuje spolecnost
Chugai Pharmaceutical Co,, Ltd, 11,



3.2

3.3

4.2

5.2

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,
(ii) 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

For the purposes of the execution and
performance of this Agreement, ROCHE shall
process the following personal data regarding
the identification of PHYSICIAN and
INSTITUTION in its internal databases: name
and surname of the PHYSICIAN and
INSTITUTION’s other employees and
representatives and contact persons, phone
number, e-mail, PHYSICIAN’s address.
INSTITUTION shall notify, via PHYSICIAN, its
employees whose data will be processed by
ROCHE in the extent of Attachment 2 hereto.

PHYSICIAN allows ROCHE to electronically
store his/her personal data provided on the
Documentation Form (e.g., phone, email,
contact address).

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.

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
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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 spole€nost 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 prfed datem této Smlouvy a
na které se povinnost miéenlivosti nevztahuje, (iii)
které nezavisle vyvinula pfijimajici smluvni strana a
na které se povinnost mi¢enlivosti nevztahuje nebo
(iv) které pfijimajici smluvni strana ziskala od tfeti
strany a na které se povinnost micenlivosti
nevztahuje.

LEKAR muzZe zvefejnit zkuSenosti ze specifického
IéCebného programu po projednani se spoleénosti
ROCHE.

OCHRANA OSOBNIiCH UDAJU

ROCHE bude ve svych internich databazich za
Ucelem uzavfeni a pInéni této Smlouvy zpracovavat
tyto osobni udaje tykajici se identifikace
POSKYTOVATELE a LEKARE v rozsahu: jméno a
pFijmeni LEKARE a dal$ich zaméstnancl & zastupcd
POSKYTOVATELE a kontaktnich osob, telefonu,
e-mailu, adresy LEKARE. POSKYTOVATEL se
prostiednictvim LEKARE zavazuje informovat své
zaméstnance, jejichZ osobni Udaje jsou zpracovavany
dle tohoto ¢lanku, o tom, jak jsou jejich osobni udaje
zpracovavany ze strany spolec¢nosti ROCHE, a to v
rozsahu prilohy €. 2 k této Smlouvé.

LEKAR umozni ROCHE, aby elektronicky uchovavala

jeho osobni udaje pfedané v dokumentacnim
formulafi (napf. telefonni C¢islo, e-mail, kontaktni
adresa).

ROZHODNE PRAVO A JURISDIKCE

Tato Smlouva se fidi a vyklada v souladu se zakony
Ceskeé republiky s vyjimkou koliznich norem.

Smluvni strany se budou snazit vyresit vSechny spory
plynouci z této Smlouvy nebo s ni souvisejici smirnou
cestou. V pfipadé nedosazeni smiru maji vyhradni
soudni pravomoc v(i¢i obé&ma smluvnim stranam
obecné pfislusné soudy v Praze.



6.2

6.3

6.4

6.5

6.6

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 Caoll.,
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
mutandis to the publication of any
amendment to this Agreement or its
modification in the Register of Agreements.

also apply mutatis

If the Act on the Register of Agreements does
not impose the obligation to publish this
Agreement in the register of agreements, this
Article 6 will not apply.

TERM AND TERMINATION
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Cislo smlouvy: 23-0533

REGISTR SMLUV

Pro pfipad, ze Zakon o registru smluv stanovi
povinnost tuto Smlouvu uverejnit v registru smluy, se
Smluvni strany dohodly, Ze jeji uvefejnéni v registru
smluv dle Z&kona o registru smluv zajisti ROCHE, a
to nejpozdéji do 10 dni od uzavfeni této Smlouvy a
plné v souladu s poZzadavky zakona ¢&. 340/2015 Sb.,
o registru smluv, ve znéni pozdéjSich pFedpisl
(,Zakon o registru smluv*®).

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

POSKYTOVATEL prohlaSuje, ze Smlouva neobsahuje
jeho obchodni tajemstvi a Zze bere na védomi, ze
spole¢nost ROCHE je opravnéna zneditelnit ve
Smlouvé pred jejim uvefejnénim ty jeji casti, které
jsou dle Zakona o registru smluv vylouCeny z
uverejnéni, a to zejména ty jeji Casti, které naplni
znaky obchodniho tajemstvi spole€nosti ROCHE
nebo Pfidruzené osoby &i které jsou osobnimi udaji,
ledaze pro jejich uvefejnéni existuje zakonny duvod.

POSKYTOVATEL je opravnén tuto Smlouvu uverejnit
v registru smluv jediné v pfipadé, Zze ROCHE jeji
uvefejnéni v registru smluv nezajisti sam ve |haté
ujednané v clanku 6.1; v takovém pfipadé je ale
POSKYTOVATEL povinen ziskat pisemny i
e-mailovy souhlas ROCHE s uvefejnénim konkrétni
podoby Smiouvy.

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

Pokud Z&kon o registru smluv nestanovi povinnost
tuto Smlouvu uvefejnit v registru smluv, tento ¢lanek 6
se nepouzije.

DOBA TRVANi A UKONCENi SMLOUVY



This Agreement is being entered into for a
definite period of time, namely until

i. termination of the Compassionate Use
Program with Product; or

ii. expiration or termination of the
approval of the Compassionate Use
Program with Product issued by the
Ministry of Health; or

iii. commercial registered medicinal
product with the active substance
glofitamab being available in the
Czech Republic,

whichever occurs first.

This Agreement may be terminated by written
agreement of the Parties. The data privacy
and confidentiality provisions of this
Agreement will survive the termination of this
Agreement

IN WITNESS WHEREOF, the Parties by their duly
authorized representatives have caused this
Agreement to be executed as of the date below.

Made in three (3) original copies for and on behalf of:

Signed on behalf of/Podepsano jménem:
ROCHE:
ROCHE s.r.o.

Cislo smlouvy: 23-0533

Tato Smlouva se uzavira na dobu uréitou, a to

i. do ukonCeni  Specifického lécebného

programu s vyuzitim Léku; nebo

ii. do ukongeni platnosti souhlasného rozhodnuti
Ministerstva zdravotnictvi se Specifickym
Ié€ebnym programem s vyuzitim Léku; nebo

iii. do okamziku dostupnosti komer&niho
registrovaného lecivého pripravku s ucinnou
latkou glofitamab v Ceské republice;

a to podle toho, ktery z okamzikl nastane dfive.

Tato Smlouva muze byt ukonéena pisemnou dohodou
Stran. Ustanoveni této Smlouvy tykajici se ochrany
osobnich Udaju a duvérnosti pfetrvavaji i po ukonéeni
této Smlouvy.

NA DUKAZ TOHO Strany podepsaly tuto Smlouvu
prostfednictvim fadné opravnénych zastupcl dne
uvedeného nize.

Vyhotoveno ve tfech (3) vyhotovenich s platnosti
originalu za a jménem:

Date/Datum: .......ooveveeiiiieeeeeeeeeee

On behalf of Power of Attorney/Na zakladé plné moci

On behalf of Power of Attorney/Na zakladé plné moci

Signed on behalf of/Podepsano jménem:

PHYSICIAN/LEKAR: I
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Cislo smlouvy: 23-0533

................................... Date/Datum: ......ccccoovviveieeeiiiiiieieeeeeeees

Treating Physician/Osetfujici IékaF

Signed on behalf of/Podepsano jménem:
INSTITUTION/POSKYTOVATEL.:

Fakultni nemocnice Kralovské Vinohrady

Date/Datum: ..... 10.7.2023..........

MUDr. Jan Votava, MBA, feditel

ATTACHMENT 1 PRILOHA é.1
Contact details of ROCHE, INSTITUTION and Kontaktni udaje ROCHE, POSKYTOVATELE a
PHYSICIAN LEKARE

ROCHE Contacts/ Kontaktni udaje spoleénosti ROCHE

Activity/Cinnost

Person Responsible/Odpovédna osoba

Drug Supply for
Compassionate Use
Program/Dodavka lé&iv pro
Specificky Ié€ebny program

Name/Jmeno: I

Title/Funkce: Evidence Generation & Early Access Expert
Email/E-mail: [N
Telephone/Telefon: [

INSTITUTION Contacts/Kontaktni idaje POSKYTOVATELE

Activity/Cinnost

Person Responsible/Odpovédna osoba

Drug Supply for
Compassionate Use
Program/Dodavka IéCiv pro
Specificky Ié€ebny program

Name/Jmeno: [

Title/Funkce: OSetfujici Iékarka
Email/E-mail: [ NG
Telephone/Telefon: | NEGcINININEG

PHYSICIAN Contacts/Kontaktni udaje LEKARE

Activity/Cinnost

Person Responsible/Odpovédna osoba

Drug Supply for
Compassionate Use
Program/Dodavka IéCiv pro
Specificky I1é¢ebny program

Name/Jmenol I

Title/Funkce: OSetfujici Iékarka
Email/E-mail: | I
Telephone/Telefon: | EGcIcINININEG

ATTACHMENT 2

PRILOHA 2

“ORMATION ON THE PROCESSING OF DATA ORMACE O ZPRACOVANi OSOBNiICH UDAJU
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Cislo smlouvy: 23-0533

PHYSICIAN AND INSTITUTITON’S EMPLOYEES LEKARE A ZAMESTNANCU A ZASTUPCU
AND REPRESENTATIVES POSKYTOVATELE

Pro ucely uzavieni a plnéni této Smlouvy je nutné zpracovavat Vase osobni Udaje. Spravcem osobnich
udajh je spoleénost ROCHE s.r.o. se sidlem Sokolovska 685/136f, Karlin, 186 00 Praha 8, ICO: 496 17 052
(,Spravce*). Spravce budou pfi zpracovani Vasich osobnich udajli jednat v souladu s obecnym nafizenim o
ochrané osobnich udaju €. 2016/679 (,GDPR").

Spravce bude osobni Udaje zpracovavat v nasledujicim rozsahu:
a) Uudaje uvedené v této Smlouvé a udaje, které dobrovolné Spravci poskytnete (tj. jméno a prijmeni,
pfipadné adresa, telefonni ¢islo, e-mail).

Vase osobni udaje ve vyse uvedeném rozsahu jsou zpracovavany bez nutnosti ziskani Vaseho souhlasu, a
to na z&kladé pravniho titulu dle €l. 6 odst. 1 pism. b) GDPR (pInéni smlouvy).

Spravce je opravnén zpracovavat osobni Udaje automatizované a manualné, a to sdm nebo prostfednictvim
urCenych zpracovatell, kterym Spravce pfeda osobni Udaje v mife nezbytné nutné pro spinéni ukolu.
Spravce Vam na Vasi zadost sdéli aktualni seznam zpracovateldl a prijemctl prostfednictvim emailu,
anebo dopisu. Osobni udaje jsou uchovany na zabezpecenych serverech a mohou byt predavany i do
zemi mimo Evropsky hospodaisky prostor. V takovém pfipadé bude ochrana Vasich osobnich udaji
zajisténa adekvatnim zplsobem prostfednictvim uzavieni separatnich smluv, jako jsou standardni smluvni
dolozky schvalené Evropskou komisi, ledaze budou pfedavany do zemé, o které Evropska komise vydala
rozhodnuti uznavajici, ze je v dané zemi zajisténa osobnim udajum odpovidajici ochrana.

Udaje jsou zpracovavany pouze po dobu nezbytné nutnou ve vztahu k Uéelu uvedenému vy$e. Doba
uchovani je doba trvani této Smlouvy a po jejim zaniku po dobu pozadovanou pfisluSnymi pravnimi
predpisy.

Po dobu zpracovani osobnich udaji mate pravo:

a) pozadat Spravce o informaci, za jakym Ucelem jsou osobni Udaje zpracovavany, které osobni Udaje
jsou zpracovavany vcetné veskerych dostupnych informaci o zdrojich zpracovavanych osobnich tdaju,
povaze zpracovani a o pfijemcich osobnich Udajt. Pozadate-li o informaci tykajici se zpracovani svych
osobnich Udajli, Spravce Vam tuto informaci bez zbyte¢ného odkladu preda (v pfipadé opakovanych
zadosti muze Spravce pozadovat pfiméfenou uhradu nakladu na poskytnuti informace);

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

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

d) obratit se na Ufad pro ochranu osobnich udaji;

e) na vymaz osobnich udajd, nejsou-li jiz osobni Udaje potfebné pro Ucely, pro které byly shromazdény &i
jinak zpracovany, anebo je-li zji$téno, Ze byly zpracovavany protipravné;

f)  na omezeni zpracovani osobnich Udaji a pravo na prenositelnost idaji dle podminek stanovenych
GDPR.

Pro vice informaci o] zpracovani Vasich osobnich udaju, prosim navstivte
https://www.roche.cz/cs/informace-0-zpracovani-osobnich-udaj0.html.

Ii adresou ﬁovéfence iro ochranu osobnich udaju, na néhoz miizete sméfovat jakékoli dotazy &i zadosti, je
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