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AGREEMENT ON SPECIFIC THERAPEUTIC
PROGRAM

ROCHE s.r.0.,

with its registered office at Sokolovska 685/136f, Karlin, 186 00
Praha 8;

ID: 49617052;

A company entered into the Commercial Register maintained by
the Municipal Court in Prague, File No.: C 13202;

represented by Mr. Robin Turner, Executive Director and Mr.
Patrik Kronig, Executive Director

(hereinafter referred to as “ROCHE”)

and

Nemocnice Na Bulovce

with its registered office at Budinova 67/2, 180 81 Praha 8,
ID: 00064211

represented by MUDr. Andrea Vrbovska, MBA, Director

(hereinafter referred to as “the Health Care Institution” or
“the Institution”)

(ROCHE and the Institution are hereinafter collectively referred
to as “the Parties”)

WHEREAS:

(A) ROCHE is aperson implementing - pursuant to the
conditions set out by section49 of the Act on
Pharmaceuticals No. 378/2007 Coll., as amended -
a specific therapeutic program with a human medicinal
product, alectinib 150 mg capsulae durae 260x150mg
(hereinafter referred to as “the Product”), titled: ALK
inhibitor alektinib v monoterapii dospélych pacientu
s pokrocilym nemalobunéénym karcinomem plic
s pozitivnim nalezem anaplastické lymfomové kinazy
(ALK), po predchozi lécbé krizotinibem nebo pFi
intoleranci ke krizotinibu, based on approval by the
Ministry of Health dated 14 November 2017, ref. no.
MZDR 53399/2017-4/FAR (hereinafter referred to as “the
Ministry of Health’s Decision”), which is attached as
Annex 1 to this Agreement (hereinafter referred to as “the
Specific Therapeutic Program”).

(B) The Health Care Institution wishes to treat a patient
identified with a unique patient identifier whose health
profile corresponds to the below-agreed conditions and
criteria (hereinafter referred to as “the Patient”) with the
Product within the Specific Therapeutic Program;

(C) The Health Care Institution asked ROCHE for access to
the Product within the Specific Therapeutic Program, and
ROCHE agreed to provide the Institution with (i) an
amount of the Product necessary to treat the Patient
within the Specific Therapeutic Program, and (ii) all
required information relating to the Product.

NOW THEREFORE - pursuant to section 1746(2) of the Act
No. 89/2012 Coll., the Civil Code - the above-mentioned Parties
hereby enter into this:

AGREEMENT

1 THE SUBJECT-MATTER OF AGREEMENT AND THE
GOAL OF THE SPECIFIC THERAPEUTIC PROGRAM

11 The subject-matter hereof is the Institution’s
participation in the Specific Therapeutic Program under
the conditions set by this agreement (hereinafter
referred to as “the Agreement”).

1.2 The goal of the Specific Therapeutic Program is to
allow patients with ALK+ advanced NSCLC treatment
after previous treatment with krizotinib.
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SMLOUVA O ZAPOJENI
DO SPECIFICKEHO LECEBNEHO PROGRAMU

ROCHE s.r.o.
se sidlem Sokolovska 685/136f, Karlin, 186 00 Praha 8;

ICO: 49617052

zapsana v obchodnim rejstfiku vedeném Méstskym soudem
v Praze, oddil C, vlozka 13202

zastoupena panem Robinem Turnerem, jednatelem a panem
Patrikem Kronigem, jednatelem

(dale jen ,ROCHE")

a

Nemocnice Na Bulovce

se sidlem: Budinova 67/2, 180 81 Praha 8,

IC: 00064211

zastoupena MUDr. Andreou Vrbovskou, MBA, feditelkou

(dale jen ,Poskytovatel zdravotnich sluzeb“ nebo
»,Poskytovatel”)
(Spole¢nost ROCHE a Poskytovatel spoleéné dale jen

»Smluvni strany*)
VZHLEDEM K TOMU, ZE

(A) Spole€¢nost ROCHE je osobou uskuteCnujici v souladu
s podminkami § 49 zakona ¢. 378/2007 Sb., o lécivech,
v platném znéni, specificky léCebny program s vyuzitim
humanniho |éc¢ivého pfipravku alektinib 150 mg capsulae
durae 260x150mg (dale jen ,Pfipravek”) s nazvem: ALK
inhibitor alektinib v monoterapii dospélych pacientt
s pokrocilym nemalobunéénym karcinomem plic
s pozitivnim nalezem anaplastické lymfomové kinazy
(ALK), po predchozi léché krizotinibem nebo pfri
intoleranci ke krizotinibu, ato na zakladé souhlasného
rozhodnuti Ministerstva zdravotnictvi se Specifickym
|Ié¢ebnym programem ¢&.j. MZDR 53399/2017-4/FAR ze
dne 14. listopadu 2017 (dale jen ,Rozhodnuti
Ministerstva zdravotnictvi”), které tvofi Pfilohu &. 1 této
Smlouvy (dale jen ,Specificky Ié¢ebny program”).

(B) Poskytovatel zdravotnich sluzeb si preje IéCit pacienta
s jednozna¢nym identifikaénim ¢&islem, jehoz zdravotni
profil odpovida nize sjednanym podminkam a kritériim

(dale jen ,Pacient), pomoci Pfipravku v ramci
Specifického 1éEebného programu;
(C) Poskytovatel zdravotnich sluzeb pozadal spole¢nost

ROCHE o zpfistupnéni Pfipravku v ramci Specifického
|é¢ebného programu a spoleénost ROCHE se zavazala
poskytnout Poskytovateli (i) Pfipravek v objemu potfebném
k IéEbé Pacienta v ramci specifického Ié€ebného programu
a (ii) veskeré uzite¢né informace vztahujici se k Pfipravku;

vySe uvedené smluvni strany uzaviraji v souladu
s ustanovenim § 1746 odst. 2 zakona ¢.89/2012 Sb.,
ob&anského zakoniku, tuto
smlouvu
1 PRI?DME:I’ SMLOUVY A CiL SPECIFICKEHO
LECEBNEHO PROGRAMU
11 Predmétem této smlouvy je zapojeni Poskytovatele do

Specifického lé¢ebného programu ato za podminek
stanovenych touto smlouvou (dale jen ,Smlouva®).

1.2 Cilem Specifického lé¢ebného programu je umoznit

Ié¢bu alektinibem pacientim s ALK+ pokrogilym
NSCLC po predchozi 1é¢bé krizotinibem.
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BASIC CONDITIONS FOR THE
THERAPEUTIC PROGRAM

SPECIFIC

The Parties agree to implement the Specific
Therapeutic Program with professional care and in
accordance with the Ministry of Health’s Decision. The
Parties will also proceed in accordance with valid legal
regulations including but not limited to, the Act on
Pharmaceuticals No. 378/2007 Coll., as amended; the
Regulation (EC) No. 726/2004 of the European
Parliament and of the Council of 31 March 2004 laying
down Community procedures for the authorisation and
supervision of medicinal products for human and
veterinary use and establishing a European Medicines
Agency; the Health Services Act No. 372/2011 Coall., as
amended; the Advertising Regulation Act No. 40/1995
Coll., as amended; and the Personal Data Protection
Act No. 101/2000 Coll., as amended, including any
instructions or guidelines to the professional community
or general public issued by the State Institute for Drug
Control in relation to these regulations.

The Institution is obliged to implement the Specific
Therapeutic Program hereunder in accordance with
ROCHE Contractor Code of Conduct published at
http://www.roche.cz or regulations which will be handed
over by ROCHE to the Institution using the procedure
specified in subclause 2.3 below.

If the parent company in the ROCHE group issues any
internal regulation (a guideline, ethics code or other
regulations) binding upon ROCHE and relevant to the
implementation of the Specific Therapeutic Program
hereunder, ROCHE will inform the Institution in writing
about the issuance of such new regulation (or internal
regulation implementing such group rules in ROCHE). If
the Institution does not refuse such new regulation in
writing within 5 working days, such regulation is
deemed accepted by the Institution upon the expiry of
this deadline in vain and the Institution becomes
obliged to observe it in the meaning of subclause 2.2
above on the tenth (10) working day after the
acceptance. If the Institution refuses the new
regulation, ROCHE will be entitled to terminate this
Agreement in accordance with subsection 6.5 below.

The Parties agree to implement the Specific
Therapeutic Program in accordance with the Specific
Therapeutic Program, which makes Annex 2 hereto.

The Institution is obliged to implement the Specific
Therapeutic Program in accordance with any further
conditions and instructions handed over by ROCHE to
the Institution in writing. If the Institution does not refuse
such further condition or instruction in writing within
5 working days, such further regulation or instruction is
deemed accepted by the Institution upon the expiry of
this deadline in vain and the Institution becomes
obliged to observe it on the tenth (10) working day after
the acceptance. If the Institution refuses the further
regulation or instruction, ROCHE will be entitled to
terminate this Agreement in accordance with
subsection 6.5 below.

I (catcd by various health care

providers are planned to be enrolled into the Specific
Therapeutic Program in the Czech Republic. The
enrolment of these patients will be terminated upon the
achievement of planned number of patients regardless
of the number of Patients enrolled by the Institution.

The Parties agree to provide each other with all
cooperation necessary to perform their duties resulting
from this Agreement or from legal regulations and other
documents referred to hereby, and to achieve the best
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ZAKLADNi  PODMINKY PROVADENI
SPECIFICKEHO LECEBNEHO PROGRAMU

Smluvni strany se zavazuji postupovat pfi realizaci
Specifického lé¢ebného programu s odbornou pééi a
v souladu s Rozhodnutim Ministerstva zdravotnictvi.
Smluvni strany budou dale postupovat v souladu s
pfisluSnymi pravnimi predpisy, zejména, avSak nikoli
vyluéné, zakonem o [éCivech ¢&. 378/2007 Sb.,
v platném znéni, nafizenim Evropského Parlamentu a
Rady (ES) €. 726/2004 ze dne 31. 03. 2004, kterym se
stanovi postupy Spole€enstvi pro registraci humannich
a veterinarnich léc¢ivych pfipravk(l a dozor nad nimi a
kterym se zfizuje Evropska agentura pro lécivé
pfipravky, v konsolidovaném znéni, zdkonem o
zdravotnich sluzbach €. 372/2011 Sb., v platném znéni,
zakonem o regulaci reklamy €. 40/1995 Sb., v platném
znéni, a zadkonem o ochrané osobnich udaju
¢. 101/2000 Sb., v platném znéni, v€etné jakychkoliv
pokyn0 ¢&i stanovisek uréenych pro odbornou &i laickou
vefejnost vydanych Statnim Ustavem pro kontrolu 1éCiv
ve vztahu k témto predpisdm.

Poskytovatel je povinen pfi realizaci Specifického
lé€ebného programu dle této Smlouvy dodrzovat
ustanoveni Kodexu chovani dodavateld spole¢nosti
Roche, ktery je zvefejnén na webové strance
http://www.roche.cz nebo prfedpisy, které spolecnost
ROCHE poskytne Poskytovateli postupem podle odst.
2.3 této Smlouvy.

V pfipadé, Zze matefska spole¢nost skupiny ROCHE
vyda jakykoliv vnitfni predpis (smérnici, kodex chovani
nebo jiné pokyny), kterymi bude vazana spole¢nost
ROCHE, akteré budou relevantni pro provadéni
Specifického lé¢ebného programu dle této Smiouvy,
oznami vydani takového nového predpisu (respektive
vnitfniho predpisu, kterym byla takova skupinova
pravidla implementovana ve spolecnosti ROCHE)
spole¢nost ROCHE Poskytovateli pisemné. V pfipadé,
Ze Poskytovatel do 5 pracovnich dnl takovy novy
pfedpis pisemné neodmitne, plati, ze marnym
uplynutim této je IhGty takovy predpis ze strany
Poskytovatele akceptovan a jeho dodrzovani se stava
pro Poskytovatele zavazné ve smyslu odst. 2.2 této
Smlouvy desatym (10.) pracovnim dnem po akceptaci.
V pfipadé, ze Poskytovatel odmitne novy predpis, ma
spole€nost ROCHE pravo Smlouvu vypovédét
v souladu s odst. 6.5 této Smlouvy.

Smluvni strany se zavazuji postupovat pfi realizaci
Specifického 1é¢ebného programu v souladu s Planem
Specifického IéEebného programu, ktery tvofi Pfilohu &.
2 této Smlouvy.

Poskytovatel je povinen pfi realizaci Specifického
lé¢ebného programu postupovat v souladu
s pfipadnymi dalSimi podminkami a pokyny spole€nosti
ROCHE predlozenymi v pisemné podobé
Poskytovateli. V pfipadé, Ze Poskytovatel do 5
pracovnich dnl takovou dal$i podminku ¢&i pokyn
pisemné neodmitne, plati, Ze marnym uplynutim této
IhGty je takova dal§i podminka ¢&i pokyn ze strany
Poskytovatele akceptovan a jeho dodrzovani se stava
pro Poskytovatele zavaznym desatym (10.) pracovnim
dnem po akceptaci. V pfipadé, Ze Poskytovatel dalsi
podminku ¢&i pokyn odmitne, ma spole¢nost ROCHE
pravo Smlouvu vypovédét v souladu s odst. 6.5 této
Smiouvy.

V Ceské republice je do Specifického |é8ebného
programu planovano zarazeni

lIé€enych raznymi poskytovateli zdravotnich sluzeb.
Zafazeni pacientd bude ukonéeno po dosazeni
cilového poctu pacientd bez ohledu na pocet Pacientu
zafazenych Poskytovatelem.

Smluvni strany se zavazuji, Ze si vzajemné poskytnou
veskerou soucinnost za u¢elem pInéni svych povinnosti
vyplyvajicich z této Smlouvy &i z pravnich predpistu a
jinych dokumentl, na které Smlouva odkazuje, a za
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possible therapeutic effect on the Patients.

RIGHTS AND DUTIES OF THE PARTIES

The Institution represents that it has all licences,
permits and authorisations required by laws to
implement the Specific Therapeutic Program and
perform the duties resulting from this Agreement and
that there are no circumstances that could lead to the
revocation of any licence, permit or authorisation,
suspension of their validity or modification of their
conditions or that could prevent an extension of their
validity beyond the framework established by laws. The
Institution agrees to carry out the Specific Therapeutic
Program and fulfil the duties resulting from this
Agreement in accordance with such licences, permits
and authorisations.

The Institution represents that it has and will allocate an
adequate number of employees to perform this
Agreement, that it has carefully examined their
professional capacity to fulfil the tasks contemplated
hereby and informed them about their duties resulting
from this Agreement. The Institution agrees to ensure
that these people (including the Treating Physician as
defined below) will properly fulfil all provisions
contained herein. On ROCHE’s request, the Institution
is obliged to submit a list of all personnel according to
the previous sentence including evidence of their
professional capacity.

The Institution is entitled to carry out the activities
hereunder throught persons other than its own
employees only with ROCHE’s prior consent in writing.
It will be held liable for their acts (as well as omissions
of any legal duty) as if they were performed by itself.
The Institution acknowledges and agrees that the
Institution as the employer of the Patient’s treating
physician (hereinafter referred to as “the Treating
Physician”) will be held solely liable for the decision to
administer the Product to the Patient. For the purposes
hereof, the Treating Physician means the Institution’s
physician who provides specialised outpatient care to
the Patient enrolled in the Specific Therapeutic
Program. , has been appointed
as the Treating Physician.

If the Patient fulfils the inclusion criteria of the Specific
Therapeutic Program set by the Specific Therapeutic
Program Plan, and if he/she does not fulfil any
exclusion criteria set therein, and if the Patient’s
inclusion is advisable from the professional point of
view, the Institution will submit to ROCHE a proposal to
include of this Patient in the Specific Therapeutic
Program (hereinafter referred to as “the Proposal”).
Unless there are any serious reasons for refusal of the
Proposal, ROCHE will approve the Proposal. This
provision does not affect the Institution’s responsibility
for the decision to administer the Product to the Patient
under subclause 3.3 above.

If ROCHE approves the Proposal, ROCHE will ensure a
prompt delivery of an amount of the Product necessary
to treat the Patient to a pharmacy designated by the
Institution within a time limit agreed by the Parties; the
delivery will take place within the scope and under the
conditions specified in the Specific Therapeutic
Program Plan. The Product will be packed, labelled and
delivered in accordance with the applicable legal
regulations and the Ministry of Health’s Decision.
Institution will ensure that the Product is prepared,
adminsitrted, distributed, inspected and stored in
compliance with good pharmaceutical practice.

Before the Patient's inclusion in the Specific
Therapeutic Program, ROCHE will hand over to the
Institution the Investigator's Brochure (hereinafter
referred to as ‘Investigator’'s Brochure”). The
Institution will ensure that the Treating Physician will
read and understand the information contained in the
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uc€elem dosazeni nejlep§iho mozného Iéebného
ucinku pro Pacienty.

PRAVA A POVINNOSTI SMLUVNICH STRAN
Poskytovatel prohlasuje, Ze ma vSechny licence,
povoleni a opravnéni, ktera jsou platnymi obecné
zdvaznymi pravnimi predpisy vyzadovana pro ucely
realizace Specifického lé€ebného programu a pInéni
povinnosti vyplyvajicich z této Smlouvy, a neexistuje
z4dna skutecnost, ktera by mohla vést ke zruSeni
kterékoli licence, povoleni &i opravnéni, respektive
pozastaveni jejich platnosti, upravé jejich podminek,
nebo ktera by mohla zabranit prodlouzeni jejich
platnosti nad ramec stanoveny platnymi obecné
zavaznymi pravnimi predpisy. Poskytovatel se zavazuje
provadét Specificky Ié€ebny program a plnit povinnosti
vyplyvajici ztéto Smlouvy v souladu s takovymi
licencemi, povolenimi a opravnénimi.

Poskytovatel prohlasuje, Ze disponuje a pro pInéni této
Smlouvy vycleni adekvatni pocet svych zaméstnancd,
jejichz  odbornou zpusobilost pro pInéni Ukold
predvidanych dle této Smlouvy peclivé proveéfil a
seznamil je s povinnostmi plynoucimi z této Smlouvy.
Poskytovatel se zavazuje zajistit, Ze tyto osoby (véetné
Osetfujiciho 1ékare, jak je tento pojem definovan dale)
splni fadné veskera ujednani obsazena v této Smlouvé.
Poskytovatel je povinen k zadosti spole¢nosti ROCHE
predlozit ji seznam vSech pracovnikli dle predchozi
véty, véetné dokladl o jejich odborné zpusobilosti.
Poskytovatel je opravnén provadét cinnosti dle této
Smlouvy prostfednictvim jinych osob nez svych
zaméstnancli pouze na zakladé predchoziho
pisemného souhlasu spole¢nosti ROCHE. Za jejich
¢innost (vC€etné opomenuti jakékoli pravni povinnosti)
odpovida, jako by je provadél sam.

Poskytovatel bere na vé&domi a souhlasi s tim, Zze za
rozhodnuti pouzit u Pacienta Pfipravek nese vylu¢nou
odpovédnost Poskytovatel jakozto zaméstnavatel
oSetfujiciho |ékafe Pacienta (dale jen ,OSettujici
lékar”). OSetfujicim lékafem se pro Ucely této Smlouvy
rozumi lékaf Poskytovatele poskytujici specializovanou
ambulantni  péci Pacientovi  zafazeného do
Specifického Ié¢ebného programu. OSetfujicim Iékafem
byl uréen .

Pokud Pacient naplfuje kritéria pro jeho zafazeni do
Specifického [é¢ebného programu stanovena v Planu
Specifického lé¢ebného programu a pokud u néj
zaroven nejsou dana kritéria pro jeho nezafazeni
stanovena tamtéz, a pokud je zafazeni Pacienta
z odborného hlediska vhodné, Poskytovatel predlozZi
spole¢nosti ROCHE navrh na zafazeni tohoto Pacienta
do Specifického léCebného programu (dale jen
,Navrh“). Nebudou-li dany zavazné divody k odmitnuti
Navrhu, spoleénost ROCHE Navrh schvali. Timto
ustanovenim neni nijak dotena odpovédnost

Poskytovatele za rozhodnuti pouzit u Pacienta
Pripravek dle ¢l. 3.3 této Smlouvy.
Schvali-li  spolenost ROCHE Navrh, spole¢nost

ROCHE zajisti, aby bez zbyte€ného odkladu a
vterminu dohodnutém smluvnimi stranami, byl
Pfipravek v objemu potfebném k Ié¢bé Pacienta dodan
do lékarny uréené Poskytovatelem, a to v rozsahu a dle
podminek uvedenych v Planu Specifického |é¢ebného
programu. Pfipravek bude zabalen, ozna¢en a dodan
vsouladu s pfisluSnymi  pravnimi  pfedpisy a
Rozhodnutim Ministerstva zdravotnictvi. Poskytovatel
zajisti, ze Pripravek bude pfipravovan, upravovan,
kontrolovan, uchovavan a vydavan v souladu se
spravnou lékarenskou praxi.

Spole¢nost ROCHE pfed podpisem této Smlouvy a
zafazenim Pacienta do Specifického Ié¢ebného
programu Poskytovateli pfeda dokument ,Privodni
dokument pro implementaci specifického Ié¢ebného
programu (SLP) s lécivym pripravkem Alectinib” (dale
jen ,Pravodni dokument“). Poskytovatel zajisti, Ze se
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Investigator's Brochure concerning the use of the
Product including potential known risks and adverse
effects.

Institution will ensure that the patient will be treated in
compliance with best medical practice.

The Treating Physician is obliged to inform the Patient
or his/her statutory representative about the fact that
he/she has been prescribed an investigational
medicinal product within the Specific Therapeutic
Program. In accordance with the conditions set by the
Ministry of Health’s Decision, the Product is a
prescription-only medicine.

The Institution will ensure that the Treating Physician
will inform the Patient or his/her statutory representative
about all potential or known risks associated with the
use of the Product and will obtain an informed consent
of the Patient or his/her statutory representative with
the use of the Product before its administration. The
Institution will also obtain a written authorisation of the
Patient or his/her statutory representative for the
processing of the Patient's personal data including
sensitive data by ROCHE; this authorisation must also
be obtained before the administration of the Product.
The informed consent form and the authorisation form
for personal data processing are attached hereto as
Annex 3. The signed informed consent form and
authorisation form for personal data processing will be
entered in the Specific Therapeutic Program file
maintained by the Treating Physician and archived by
the Institution for a term of 15 years.

The Institution will be held liable for the fulfilment of the
duties related to safety reports, as defined in Annex 5
hereto. ROCHE will process any safety event that is
reported to ROCHE by PHYSICIAN onto the safety
database.

ROCHE will supply the Institution with the latest version
of the Investigator's Brochure for the Product, which
describes the known properties 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.

The Institution acknowledges that the provision of the
Product by ROCHE is not conditional upon buying,
supplying, prescribing or recommending of any ROCHE
products otherwise than in accordance with the
conditions of the Specific Therapeutic Program and that
the Product is not intended for personal benefit or use.

The Institution will ensure that the Treating Physian will
use the Product only for administration to the Patient
within the Specific Therapeutic Program, and for no
other purposes and to no other patients. The Institution
will destroy any unused Product and, upon ROCHE’s
request, will hand over to ROCHE a certificate of its
destruction or will return it to ROCHE.

ROCHE will, on a regular basis, provide the Institution
with all new relevant information of which ROCHE wiill
become aware and which may modify or supplement
the known data about the Product, all new serious
adverse events and relevant data relating to the
Product’s tolerance that is likely to represent a risk to
the Patient.

The Institution will ensure that the Treating Physician
will end the Patient's therapy within the Specific
Therapeutic Program if the criteria for the end of
treatment set in the Specific Therapeutic Program Plan
are fulfilled, in particular in the event of disease
progression, unacceptable toxicity of treatment, refusal
of treatment by the Patient, or other serious reasons
due to which the Treating Physician will consider the
end of treatment as desirable for the Patient.

The Institution shall treat any information provided to
him/her by ROCHE according to the confidentiality
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OSetfujici 1ékaf seznami s informacemi obsazenymi
v Privodnim dokumentu tykajicimi se pouzivani
Pfipravku  v€etné potencialnich  znamych rizik
a nezadoucich ucinkd a porozumi jim.

Poskytovatel zajisti, ze Pacient bude léen podle
nejlepsi Iékarské praxe.

OSetfujici Iékaf je povinen informovat Pacienta nebo
jeho zakonného zastupce o skute€nosti, ze je mu
predepsan |é€ivy pfipravek vramci Specifického
|Ié€ebného programu. Vydej Pfipravku je dle podminek
Rozhodnuti  Ministerstva zdravotnictvi vazan na
|ékarsky predpis.

Poskytovatel zajisti, ze OSetfujici Iékaf seznami
Pacienta nebo jeho zakonného zastupce se vSemi
potencialnimi nebo znamymi riziky souvisejicimi
s pouzivanim Pfipravku a pfed podanim Pfipravku
ziska pisemny informovany souhlas Pacienta nebo jeho
zakonného  zastupce s pouzivanim Pfipravku.
Poskytovatel dale prfed podanim Pripravku ziska
pisemny souhlas Pacienta nebo jeho zakonného
zastupce se zpracovanim osobnich udaji Pacienta,
véetné citlivych, ze strany spole¢nosti ROCHE. Vzor
informovaného souhlasu a souhlasu se zpracovanim
osobnich udaji tvofi Pfilohu ¢ 3 této Smlouvy.
Podepsany informovany souhlas a souhlas se
zpracovanim  osobnich  Udajd  budou ulozeny
v dokumentaci o Specifickém |éEebném programu
vedené u Osetiujiciho Iékafe a budou Poskytovatelem
archivovany po dobu 15 let.

Poskytovatel je odpovédny za splnéni povinnosti
tykajicich se bezpe€nostnich hlaseni, jak jsou
stanoveny v Pfiloze €. 5 této Smlouvy. ROCHE zada
vesSkeré bezpec€nostni pfihody, které Poskytovatel
nahlasi ROCHE, do bezpecnostni databaze.
Spole¢nost ROCHE preda Poskytovateli posledni verzi
Pravodniho dokumentu, ve kterém jsou uvedeny znamé
vlastnosti Pfipravku. OSetfujici Iékaf zajisti, Zze pacient
bude I|éCen dle nejlepsi I|ékafské praxe a ze
s Pfipravkem bude nakladano a Pripravek bude
podavan v souladu s Pravodnim dokumentem.

Poskytovatel si je védom toho, Ze poskytnuti Pfipravku

ze strany spole¢nosti ROCHE neni podminéno
nakupem, dodavanim, predepisovanim ani
doporucovanim  jakychkoliv  produktt  spole¢nosti

ROCHE, vyjma podminek Specifického |é¢ebného
programu, a ze PFipravek neni poskytovan za ucelem
osobniho prospéchu nebo pouziti.

Poskytovatel zajisti, Ze OSetfujici Iékaf pouzije
Pripravek pouze za ucelem podani Pacientovi v ramci
Specifického 1é¢ebného programu, a ne za jakymkoliv
jinym Gcelem nebo jakymkoliv jinym pacientim.
Nespotfebovany PFipravek Poskytovatel vrati
Poskytovatel a na zakladé zadosti pfeda spoleénosti
ROCHE potvrzeni o jeho likvidaci, nebo jej vrati
spole¢nosti ROCHE.

Spole¢nost ROCHE bude pravidelné poskytovat
Poskytovateli veskeré nové relevantni informace,
o kterych se spole¢nost ROCHE dozvi a které mohou
meénit nebo dopliiovat znamé udaje o Pripravku,
zejména vesSkeré nové zavazné nezadouci pfihody a
relevantni Udaje souvisejici se snasenlivosti Pfipravku,
které mohou predstavovat riziko pro Pacienta.
Poskytovatel zajisti, ze OSetfujici lékaf ukon¢i Ié¢bu
Pacienta vramci Specifického Ié¢ebného programu
v pfipadé, Zze budou naplnéna kritéria pro ukonceni
lé¢by uvedend v Planu Specifického |é¢ebného
programu a to zejména nastane-li progrese
onemocnéni, neakceptovatelna toxicita 1é¢by, odmitnuti
|é¢by ze strany Pacienta nebo jiné zavazné davody, pro
které dle OSetfujiciho Iékafe bude Zzadouci v zajmu
Pacienta IéEbu ukondit.

Poskytovatel bude nakladat s veskerymi informacemi,
které mu predd ROCHE, v souladu s ustanovenimi
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4.1

4.2

4.3

5.1

5.2

6.1

6.2

provisions of Article 4 of this Agreement

CONFIDENTIALITY

This Agreement and its provisions as well as all
information obtained by the Parties in connection with
this Agreement are confidential, and neither Party may,
without the prior written consent of the disclosing Party,
disclose the same to any third party except to the extent
this may be required by applicable legal regulations or
as necessary to fulfil the conditions of the Pre-Approval
Access programme. For the purposes hereof, ROCHE
Affiliates will not be considered as third parties.

“Affiliates” mean:
a) aperson directly or indirectly controlling ROCHE;

b) a person directly or indirectly controlled by
ROCHE;

c) a person directly or indirectly controlled by the
ultimate parent company of ROCHE.

Control under paragraphs a) to c) above is defined as
owning more than fifty percent of the voting stock or
business shares of a company or having otherwise the
power to govern the financial and the operating policies
or to appoint the management of a company.

The term “Affiliate” does not include Chugai
Pharmaceutical Co., Ltd, 1-1, Nihonbashi-Muromachi 2-
chome, Chuo-ku, Tokio, 104-8301, Japan.

The confidentiality duty set in subclause 4.1 above
does not cover information: (i) which has been
published or is in the public domain otherwise than by
breaching any duties hereunder by the Part that is
obliged to maintain secrecy in relation to such
information (hereinafter referred to as “the Relevant
Party”), and (ii) which has been in the possession of
the Relevant Party before the signature hereof by the
Relevant Party (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.

The Institution and the Treating Physician may publish
any experience obtained within the Specific Therapeutic
Program only after a discussion and written approval of
the conditions and content of the published text by
ROCHE.

GOVERNING LAW AND JURISDICTION

This Agreement will be governed by and interpreted in
accordance with the laws of the Czech Republic. Any
legal relationships that are not expressly regulated
hereby will be governed by the applicable provisions of
the Act No. 89/2012 Coall., the Civil Code (hereinafter
referred to as “the Civil Code”) and other legal
regulations of the Czech Republic.

The Parties will 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 fails, the
exclusive jurisdiction for both Parties lies in the courts
of the Czech Republic.

DURATION  AND
AGREEMENT

This Agreement is made for a definite period of time
ending upon the expiration of the approval of the
Ministry of Health no. MZDR 53399/2017-4/FAR dated
14. November 2017, or upon the Product being
assigned payment from the public health care system,
whichever occurs first.

TERMINATION OF  THIS

ROCHE is entitled to end the Specific Therapeutic

4.1

4.2

4.3

5.1

5.2

6.1

6.2

tykajicimi se dlvérnosti uvedenymi v ¢lanku 4 této
Smlouvy.

DUVERNOST

Tato Smlouva a jeji ujednani i veskeré informace
ziskané Smluvnimi stranami v souvislosti s touto
Smlouvou jsou divérné a zadna ze Smluvnich stran je
nesmi bez pfedchoziho pisemného souhlasu sdélujici
Smluvni strany poskytnout Zadné tfeti strané s vyjimkou
rozsahu, ve kterém to vyzaduji pfislusné pravni
predpisy nebo ve kterém je to nezbytné pro naplnéni
podminek Specifického Ié€ebného programu. Pro ucely
této Smlouvy se za ftfeti strany nebudou povazovat
pfidruzené osoby spole¢nosti ROCHE.

L,Pfidruzenymi osobami“ se rozumi:

a) osoba, ktera pfimo nebo nepfimo ovlada

spole¢nost ROCHE;

b)  osoba, ktera je pfimo nebo nepfimo ovladana
spole¢nosti ROCHE;

c) osoba, ktera je pfimo nebo nepfimo ovladana
kone€nou matefskou spole€nosti spole€nosti
ROCHE.

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

vlastnictvi vice nez padesati procent akcii di

obchodnich podilt s hlasovacim pravem ve spole¢nosti

nebo jina pravomoc fidit finanéni a provozni politiku
nebo jmenovat vedeni spolecnosti.

Pojem ,Pfidruzena osoba“ nezahrnuje spole¢nost

Chugai Pharmaceutical Co., Ltd, 1-1, Nihonbashi-

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

Japonsko.

Povinnost micenlivosti stanovena vodst. 4.1 se

nevztahuje na informace: (i) které jsou zvefejnény nebo

obecné pfistupny vefejnosti, aniz by jejich zvefejnénim
doslo k poruseni povinnosti dle této Smlouvy Smluvni
stranou, kterd je povinna zachovavat povinnost
micenlivosti ve vztahu k takovym informacim (dale jen

,Prislusna smluvni strana®) a (ii) které jsou v drzeni

PfisluSsné smluvni strany pfed podpisem této Smlouvy

PfisluSnou smluvni stranou (iii) které nezavisle vyvinula

pfijimajici smluvni strana a na které se povinnost

mic¢enlivosti nevztahuje nebo (iv) které pfijimajici
smluvni strana ziskala od tfeti strany a na které se
povinnost mi€enlivosti nevztahuje.

Poskytovatel a OsSetfujici lékaf mohou zvefejnit

zkuSenosti ze Specifického |é¢ebného programu pouze

po projednani a pisemném schvaleni podminek a

obsahu zvefejnéného textu ze strany

spolecnosti ROCHE.

ROZHODNE PRAVO A SOUDNI PRISLUSNOST

Tato smlouva se fidi a vyklada v souladu se zakony
Ceské republiky. Pravni poméry touto Smlouvou
vyslovné neupravené se fidi pfisluSnymi ustanovenimi
zakona ¢. 89/2012 Sb., obéanského zakoniku, (dale jen
,obcansky zakonik“) a ostatnich pravnich predpisu
Ceské republiky.

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 obéma Smluvnim stranam
soudy Ceské republiky.

DOBA TRVANi SMLOUVY A UKONCENi SMLOUVY

Tato Smlouva se uzavird na dobu urcitou, a skonci
dnem ukonCeni platnosti souhlasu  Ministerstva
zdravotnictvi se specifickym |éebnym programem ¢&.
MZDR 53399/2017-4/FAR ze dne 14. listopadu 2017,
nebo dnem kdy bude Pfipravku stanovena uhrada
z vefejného zdravotniho pojisténi, podle toho ktera ze
skute€nosti nastane dfiv.

Spole¢nost ROCHE ma pravo Specificky lécebny
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6.3

6.4

6.5

6.6

7.1

7.2

7.3

7.4

7.5

Program and terminate this Agreement if the Institute
fails to enrol at least one Patient within four months
from the day of execution hereof.

Both  ROCHE and the Institution are entitled to

terminate this Agreement by a written notice of

termination delivered to the other Party, with effect from
the day of delivery of the written notice to the other

Party and with future effects in the following events:

a) if the other Party fails to perform any of the
provisions of this Agreement and does not remedy
the defect within a period of 14 days from delivery
of a written notice requesting such remedy;

b) if either Party loses the authorisations that are
necessary to perform the Specific Therapeutic
Program;

c) if the risk resulting from the Specific Therapeutic
Program to the Patients is disproportionately
increased; or

d) if a necessary authorisation, permission,
favourable opinion or exception is revoked, its
applicability suspended, or the time for which it
was issued expires without a necessary extension.

ROCHE is entitled to end the Specific Therapeutic

Program and terminate this Agreement with effect from

the day of delivery of the written notice to the other

Party if new facts related to the assessment of benefits

and risks of the treatment are found.

ROCHE and Institution are entitled to terminate this

Agreement at any time, even without giving any

reasons; the term of notice is 30 days and starts

running on the day next to delivery of the notice to the
other party.

The Parties may also terminate this Agreement by

agreement.

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
according of the Act on the Register of Agreements
shall be ensured by Provider no later than 15 days after
the date on which this Agreement is fully executed and
in full compliance with the requirements of the Act on
the Register of Agreements.

Provider 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 ROCHE so
that the Register administrator can send a confirmation
of publication to ROCHE pursuant to Article 5 Section 4
of the Act on the Register of Agreements.

The Provider declares 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. For the purposes of
publication of this Agreement in the register of
agreements, a trade secret shall mean, including but
not limited to, data included in Aticles Art. 2, par. 2.6 of
this Agreement and the name of the Product. The
version of this Agreement for publication shall be
provided by ROCHE by the day of the execution hereof
and the Provider undertakes to publish the Agreement
in that version.

ROCHE may publish this Agreement in the Register of
Agreements only if the Provider fails to ensure its
publication within the period agreed to in Article 7.1; in
such a case, however, the ROCHE shall publish the
Agreement in the version sent to the Provider
previously.

The arrangement in this Article 7 shall also apply

6.3

6.4

6.5

6.6

7.1

7.2

7.3

7.4

7.5

program ukonc€it a od této Smlouvy odstoupit, jestlize
nebude zafazen alespon jeden Pacient Poskytovatele
béhem ¢ty mésich ode dne uzavieni této Smlouvy.
Spole¢nost ROCHE i Poskytovatel jsou opravnéni
odstoupit od této Smlouvy pisemnym oznamenim této
skute€nosti druhé Smluvni strané, a to s Ucinnosti ode
dne doru€eni pisemného oznameni druhé Smluvni
strané, a s uCinky do budoucna v nasledujicich
pfipadech:

a) pokud druha Smluvni strana neplni nékteré z
ustanoveni této Smlouvy a neodstrani zavadny
stav ani ve |haté 14 dnd od doru¢eni pisemné
vyzvy k napravé;

b) pokud nékterd Smiluvni strana pozbude opravnéni,
ktera jsou nezbytna pro provadéni Specifického
|é¢ebného programu;

c) bude-li riziko plynouci ze Specifického 1é¢ebného
programu pro Pacienty neimérné zvysSeno; nebo

d) pokud bude potfebné opravnéni, povoleni nebo
souhlas revokovan, jeho platnost suspendovana,
nebo uplyne-li doba, na kterou byl vydan a to bez
prislusného prodlouzeni.

Spole¢nost ROCHE ma pravo Specificky lécebny

program ukoncit a tuto smlouvu vypovédét s ucinnosti

ode dne doruceni pisemného oznameni druhé Smluvni
strané v pfipadé zjisténi novych skute¢nosti ve vztahu

k posuzovani pfinosu a rizik |é¢by.

Spolec¢nost ROCHE i Poskytovatel jsou opravnéni

Smlouvu kdykoli vypovédét, a to i bez uvedeni duvodu,

pfi¢emz vypovédni doba ¢ini 30 dnd a pocina bézet

dnem nasledujicim po doru€eni vypovédi druhé

Smluvni strané.

Smluvni strany mohou Smlouvu ukonéit také dohodou.

REGISTR SMLUV

Pro pfipad, Zze Zakon o registru smluv stanovi povinnost
tuto Smlouvu uvefejnit v registru smluv, se Strany
dohodly, Ze jeji uvefejnéni v registru smluv dle Zakona o
registru smluv zajisti Poskytovatel, a to nejpozdéji do 15
dni od uzavfeni této Smlouvy a pIné v souladu
s pozadavky Zakona o registru smiuv.

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

Poskytovatel prohlasuje, Zze Smlouva neobsahuje jeho
obchodni tajemstvi a Ze 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 vylou€eny z uvefejnéni, a to zejména ty
jeji Casti, které napini znaky obchodniho tajemstvi
spole€¢nosti ROCHE nebo Prfidruzené spolecnosti Ci
které jsou osobnimi udaiji, ledaZze pro jejich uvefejnéni
existuje zakonny duvod. Pro ucely uvefejnéni této
Smlouvy v registru smluv se obchodnim tajemstvim
rozumi zejména udaje uvedené v €l. 2, odst. 2.6 této
smlouvy, a dale nazev Pfipravku. Smlouvu ve verzi
ur¢ené ke zvefejnéni zaSle spolecnost ROCHE
Poskytovateli nejpozdéji v den podpisu Smlouvy a
Poskytovatel se zavazuje Smlouvu v této verzi uverejnit.

Spoleénost ROCHE je opravnéna tuto Smlouvu
uverfejnit Vv registru smluv  jediné v pfipade,
Ze Poskytovatel jeji uverejnéni v registru smluv nezajisti
sam ve |haté ujednané v ¢lanku 7.1; v takovém pfipadé
je ale spole€nost ROCHE povinna uvefejnit
Poskytovateli zaslanou anonymizovanou verzi Smlouvy.
Ujednani tohoto ¢lanku 7 se pouziji mutatis mutandis
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7.6

8.1

8.2

8.3

8.4

8.5

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 Article shall not apply

FINAL PROVISIONS

The applicability of section 1740(3) of the Civil Code,
which stipulates that an agreement is entered into even
in the absence of completely consenting expressions of
will of the parties, is hereby excluded by the Parties.

If any provision hereof is or becomes invalid or
unenforceable, it will not affect the validity and
enforceability of the other provisions hereof. The
Parties agree to replace the invalid or unenforceable
provision by a new provision whose text will correspond
to the intent expressed in the initial provision and this
Agreement as a whole.

This Agreement becomes valid and effective on the
date of its signing by both Parties.

This Agreement will be signed by the Parties in
2 counterparts; each Party will obtain one counterpart
and each counterpart will be considered as original.

This Agreement may be altered, amended and
supplemented only by means of written amendments
signed by both Parties.

7.6

8.2

8.3

8.4

8.5

také na uvefejnovani jakéhokoli dodatku k této Smlouvé
¢i jeji zmeény v registru smluv.

Pokud Zakon o registru smluv nestanovi povinnost tuto
Smlouvu uvefejnit v registru smluv, tento ¢lanek 7 se
nepouzije.

ZAVERECNA USTANOVENI

Pro pfipad uzavirani této Smlouvy smluvni strany
vyluéuji pouziti § 1740 odst. 3 ob&anského zakoniku,
ktery stanovi, Ze smlouva je uzaviena i tehdy, kdy
nedojde k UpIné shodé projevu vile stran.

Je-li nebo stane-li se jakékoli ustanoveni této Smlouvy
neplatnym ¢€i nevymahatelnym, nebude to mit vliv na
platnost a vymahatelnost ostatnich ustanoveni této
Smlouvy. Smluvni strany se zavazuji nahradit neplatné
nebo nevymahatelné ustanoveni novym ustanovenim,
jehoz znéni bude odpovidat Umyslu vyjadienému
puvodnim ustanovenim a touto Smlouvou jako celkem.
Tato Smlouva nabyva platnosti a u€innosti dnem jejiho
podpisu obéma Smluvnimi stranami.

Tato Smlouva bude Smluvnimi stranami podepsana v
poctu 2 stejnopist s tim, Ze kazda ze Smiluvnich stran
obdrzi jeden stejnopis a kazdy z nich bude povazovan
za original.

Tuto Smlouvu Ize ménit, upravovat a doplfhovat pouze
formou pisemnych dodatki podepsanych obéma
smluvnimi stranami.
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In Prague on/ V Praze dne 2018 In/ V on/ dne 2018

On behalf of/ Za ROCHE s.r.o.: On behalf of Nemocnice Na Bulovce/ Za Nemocnici Na
Bulovce:

Name/ Jméno: Robin Stephen Antony Turner Name/ Jméno: MUDr. Andrea Vrbovska, MBA

Position/ Funkce: Managing Director/ Jednatel Position/ Funkce: feditelka

Name/ Jméno: Patrik Kronig
Position/ Funkce: Managing Director/ Jednatel

| have been informed about the above-mentioned content of the Agreement/
S vySe uvedenym obsahem Smlouvy jsem byl(a) seznamen(a):

TREATING PHYSICIAN/ OSETRUJICi LEKAR:

In/ V on/ dne 2018

Name/ Jméno:

Position/ Funkce:

Annexes: Prilohy:

1. Ministry of Health’'s favourable opinion of the Specific 1. Souhlasné rozhodnuti Ministerstva zdravotnictvi ze dne
Therapeutic Program dated MZDR 53399/2017-4/FAR MZDR 53399/2017-4/FAR ze dne 14. listopadu 2017
dated 14 November 2017 2. Plan Specifického I1é¢ebného programu

2. Specific Therapeutic Program Plan. 3. Vzor pisemného informovaného souhlasu Pacienta a

3. Patient’s informed consent form and Patient’s authorisation souhlasu Pacienta se zpracovanim osobnich udaju

form for personal data processing.
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