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Smlouva o poskytnutni h~civa 

Touto smlouvou (,Smlouva") se stvrzuje, ze 
spolecnost Amgen s.r.o.. se sidlem: Klimentska 
1216/46, 110 02, Praha 1, IC: 27117804, zapsana v 
obchodnim rejsti'iku vedenem Mestskym soudem v 
Praze v oddile C. vlozka c. 97583 (,Spolecnost") 
souhlasf, ze poskytne Sotorasib (AMG 510) 120 mg. 
potahovane tablety (,lecivo") Onkologicke klinice 
Fakultni nemocnice Olomouc. I P Pavlova 185/6, 
779 00 Olomouc (,lnstituce") a to za ucelem lecby 
pacientu podle schvaleneho Specifickeho 
Lecebneho Programu pod k6dem sp zn. 
sukls 124032/2021 a MZDR 1811 0/2021-6/0LZP 
("SLP") ktery je prilozen k teto Smlouve jako Priloha 
A. lnstituce a jeji lekari se dale budou jednotlive i 
spolecne nazyvat jako ,Pracoviste" 

1. Rozsah h3cebneho uziti - Pracoviste h~ci 
pacienta (pacienty) profesionalne a kompetentne v 
souladu s Pfilohou A popisujici lecebny plan 
("lecebny plan") a ustanovenimi teto Smlouvy. 

2. Zmeny v Lecebnem planu - Pracoviste 
neni opravneno provadet jakekoliv zmeny v 
lecebnem planu popsane v Priloze A bez 
pfedchoziho souhlasu regulacniho uradu a bez 
pfedchoziho pisemneho souhlasu Spolecnosti. 

3. Pristup k lecivu - Spolecnost se zavazuje 
zdarma dodavat na Pracoviste Sotorasib. AMG 510 
120mg, potahovane tablety (,Lecivo") jak bude 
vyzadovat Lecebny plan. Pracoviste bere na vMomi 
a souhlasi s tim. ze Spolecnost si vyhrazuje pravo 
prerusit bezplatne dodavky Leciva podle teto 
dohody, jakmile bude lek uveden na trh a bude 
komercne dostupny nebo kratce pote nebo kdykoli z 
bezpecnostnfch duvodu z duvodu nedostatku 
dodavek nebo ukoncenim teto Smlouvy podle teto 
casti o ukonceni. Pfistup k LeCivu je omezen pouze 
na zpusobileho pacienta (pacienty) a na ty osoby. 
ktere jsou pod pi'imou kontrolou Pracoviste. Uziti 
Leciva k jakymkoli ucelum mimo Lecebny plan nebo 
jakymkoli zpusobem v rozporu s nim je zakazano 
Pracoviste nebude Lecivo ani jine polozky ci sluzby. 
ktere Spolecnost poskytuje zdarma. poskytovat 
pacientovi(um) ani jinym platcum za uplatu 

Spolecnost poskytuje Lecivo bezplatne. jak je 
popsano v Pfiloze B. 
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Agreement on the Provision of a Dru·g 

This letter agreement ("Agreement") confirms that 
Amgen s.r o .. with its registered seat at Prague 1, 
Klimentska 1216/46, Postal Code 11002, ld. No.: 
2711 7804, registered in the Commercial Register 
maintained by the Municipal Court in Prague under 
the file no. : C 97583 ("Comp~my") agrees to provide 
Sotorasib (AMG 510) 120 mg, coated tablets 
("Drug") to University Hospital Olomouc, Opt. of 
Oncology, I.P. Pavlova 185/6, 779 00 Olomouc 
("Institution") for the purpose of treating patients 
according to approved Specific Treatment 
Programme under file no. sukls124032/2021 and 
MZDR 18110/2021-6/0LZP ("SLP") which is 
annexed to this Agreement as Exhibit A. Institution 
and its physicians hereinafter shall be individually 
and collectively referred to as "Site" . 

1. Scope of Treatment Use - Site shall treat 
patient(s) in a professional. competent manner in 
accordance with the Exhibit A describing the 
treatment plan ("Treatment Plan") and the terms of 
this Agreement. 

2. Changes to the Treatment Plan- Site may 
not make any changes to the Treatment Plan 
described in the Exhibit A without the approval of 
regulatory authority and Company's prior written 
approval. 

3. Access to Drug - Company agrees to 
provide Sotorasib (AMG 510) 120 mg, coated tablets 
("Drug") to the Site as required under the Treatment 
Plan at no charge. Site acknowledges and agrees 
that Company reserves the right to discontinue 
supply of free Drug under this Agreement once the 
Drug is launched onto the market and is 
commercially available or shortly thereafter or at any 
time for safety reasons. due to shortage of supply, or 
by terminating this Agreement pursuant to the 
termination section herein. Access to Drug shall be 
limited to only eligible patient(s) and those persons 
who are under Site's direct control. The use of the 
Drug for any purpose outside of or in any manner 
inconsistent with the Treatment Plan is prohibited. 
Site shall not bill patient(s) or third party payers for 
the Drug or for any other items or services that 
Company provides without charge. 

The Drug is provided free of charge by Company as 
described in Exhibit B. 

Site or its designated Site Representatives shall (i) 
Pracoviste nebo Zastupci pracoviste (i) potvrdi acknowledge written receipt of any shipment of 
pisemne pfijeti jakekoli dodavky Leciva. (ii) Drug, (ii) inform Company about projected 
informuje Spolecnost o pfedpokladanem zapojeni enrollment to allow for timely delivery, and (iii) 
do S LP, a by by lo umozneno vcasne_d_o_d_a_n...:.i ._a~( i....:.ii )_ m:..:...-=:a.:...in....:.:ta:::..:i:...:..n -=ac:...:n..:::.d....~:..C..ro.::...v.:...id.;_e=---uL..o_n_re-"-u-=e-=-s.:..t .:..:to_C.::...o"-m__.__a~n ,___fo__,r 



bude udriovat a na vyzadani poskytne Spolecnost1 
ke kontrole i'adny inventar a protokol vydanych 
zasob Leciva. Lecivo bude dodano jednotlivci a na 
adresu urcenou Pracovistem v pisemne forme Po 
obdrzeni Leciva Pracoviste podepise formular o 
dodani, kter}i potvrzuje, ze Lecivo bylo dodano v 
dobrem stavu a je pi'ipraveno k pouziti Po 
dokonceni nebo pi'edcasnem ukonceni Lecebneho 
pl~.tnu provede Pracoviste nebo jeho zastupc1 
fyzickou inventuru zasob Leciva a sdeli jeji vysledky 
Spolecnosti. V pi'ipade jakehokoliv rozporu mez1 
vysledkem inventury a relevantnim protokolem 
vydanych zasob bude Pracoviste venovat nejvetsi 
moine usili k zodpovezenl veskerych dotazu, ktere 
bude v souvislosti s tim Spolecnost vyzadovat 
Pracoviste nese odpovednost za zniceni veskereho 
Leciva zbyvajiciho v okamziku ukonceni Lecebneho 
planu. a to na naklady Spolecnosti (pokud 
Spolecnost nepozaduje vraceni Leciva). Pracoviste 
poskytne Spolecnosti prohlaseni o zniceni Leciva 
Prohlaseni o inventure zasob Leciva a o zniceni 
bude poskytnuto ve forme akceptovatelne 
Spolecnosti. 

4. Duverne informace - S ohledem na 
majetkova prava a zajmy Spolecnosll se Pracov1ste 
zavazuje udrzove~t v tajnosti veskere informace 
zlskane od Spolecnosti Cl Jejim Jmenem nebo 
ziskane v dusledku plneni teto Smlouvy ( .. Duverne 
informace") a dale se zavazuje omezit prfstup k 
Duvernym informacim pouze na ty osoby, ktere jsou 
pod pi'imou kontrolou Pracovtste a ktere se budou 
podi let na pouzivani techto informaci pro ucely 
plneni povinnosti z teto Smlouvy. Tyto informace 
nebudou v zadnem pripade pouzity k jinym ucelum. 
nez je ucel popsany v teto Smlouve. ani sdelovany 
ti'etfm stranam bez plsemneho souhlasu Spolecnosti 
daneho pi'edem. 

5. Majetkova prava Spolecnost an1 
Pracoviste neprevadeji touto Smlouvou na druhou 
stranu zadna prava k patentum, autorska prava nebo 
jina majetkova prava kterekoliv ze stran. neni-li v teto 
Smlouve uvedeno jinak. 

Pracoviste souhlasi, ze veskera zak6dovana data 
(vcetne dat o pacientech). vysledky a ztwery 
vyplyvajici z Lecebneho planu poskytovana na 
zaklade teto Smlouvy ( .. Data") budou neprodlene 
sdelena Spolecnosti a stavaji se vyhradnim 
vlastnictvim Pracoviste. Spolecnost ma neomezene 
pravo veskera Data volne uzivat jakymkoliv 
zpusobem. kter}i si zvoli, a to v souladu s pravnimi 
pi'edpisy. Pracoviste timto poskytuje Spolecnosti 
nevylucnou. neodvolatelnou. pine splacenou 
celosvetovou licenci prostou veskerych licencnich 
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rev1ew a proper mventory and a dispensing log oft e 
Drug stocks The Drug will be supplied to the 
individual and to the address designated by Site in 
wntmg Upon rece1pt of the Drug, Site shall sign the 
proof of delivery form which indicates that the Drug 
has been delivered 1n a surtable condition and is 
ready for use Upon completion or early termination 
of the Treatment Plan S1te or 1ts designated Site 
Representatives sl1all carry out a physical inventory 
of the Drug and communicate the inventory to 
Company In the event of any discrepancy between 
tile result of the inven tory and the relevant 
d1spens1ng log. Site shall use its best endeavors to 
answe• any quenes asked by Company In 
connection thereto Site IS responsible for 
destruct.on of any Drug remaining at the end of the 
Treatment Plan at expense of lhe Company (unless 
Company reqUires the Drug be returned to 
Company) Site will provide to Company a statement 
of drug destruction The statements of drug 
reconciliatiOn and destruction will be in a form 
acceptable to Company. 

4. Confidential Information In view of 
Company's proprietary nghts and interests, Site 
agrees to maintain as confidential all Information 
received from or on behalf of Company or obtained 
as a result of the performance of this Agreement 
("Confidential Informat ion"). and further agrees to 
limit access to any Confidential Information to only 
those persons who. under S1te's direct control, will 
be engaged 1n employmg such Information for the 
purposes of fulft lhng the obligations under this 
Agreement At no t1me shall such information be 
employed for any purpose other than as described 
herem or d1sclosed to any third party without ·the prior 
written consent of Company. 

5. Proprietary Rights - Neither Company nor 
Site transfers to the other by operation of this 
Agreement any patent right. copyright right, or other 
propnetary right of any party. except as described in 
this Agreement 

Stte agrees that all encoded data (including patient
level data) results and conclusions resulting from the 
Treatment Plan ("Data") shall promptly be made 
known to Company and shall be the sole property of 
Site Company shall have the unrestricted right to 
freely utilize all Data in whatever manner it desires, 
in accordance with Applicable Laws. Site hereby 
grants Company a non-exclusive. irrevocable, fully 
paid-up royalty free. worldwide license. with the right 
to use all such Data Site agrees to provide the 
Company any needed cooperation in order to fulfi ll 
the dut1es of _EP...e£_oved SLP (namel number of 



poplatku, s pravem uzivat veskera tato Data. 
Pracoviste souhlasi s tim, ze poskytne Spolecnosti 
veskerou poti'ebnou soucinnost za ucelem plneni 
povinnosti plynoucich ze schvaleneho SLP 
(zejmena pocet pacientu, hodnoceni vyskytu vsech 
vedlej~fch ucinku, poeet pouzitych baleni produktu. 
priprava zaverecne zpravy) 

Pracoviste souhlasi, ze veskere vynalezy, objevy, 
know-how a pod., bez ohledu na to. zda je lze chranit 
patentem ci nikoliv, vyplyvajici z Lecebneho planu 
(.,Vynalezy"), budou neprodlene oznameny 
Spolecnosti a stavaji se vyhradnim vlastnictvim 
Pracoviste. Spolecnost rna neomezene pravo 
veskere Vynalezy volne uzivat jakymkoliv 
zpCJsobem, kterY si zvoiL Pracoviste timto poskytuje 
Spolecnosti nevylucnou. neodvolatelnou. casove 
neomezenou a pine splacenou celosvetovou licenci 
prostou veskerych licencnich poplatku na vyrobu. 
uzivani, prodej, nabizeni k prodeji ci dovoz techto 
Vynalezu. 

6. Publikace - Bude-li mit Pracoviste zajem 
publikovat Lecebny plan, poskytne Spolecnosti pro 
jeji informaci nejmene sedesat (60) dnu pred 
podanrm k publikaci pracovni verzi rukopisu a 
obdobne ji poskytne veskere abstrakty na 
konference, prezentace ve forme slidu nebo posteru 
a dalsi dokumenty ci materialy, ktere je mozne 
vyhotovit v plsemne nebo tistene podobe, a to 
patnact (15) dnu pred navrhovanym datem jejich 
zvefejnenL Pozada-li o to Spolecnost, Pracoviste 
docasne (po dobu az sedesati (60) dnu} pozastavi 
publikaci, je-li to nutne k podanf patentove pfihlasky 
nebo k pfijetf jinych opatfeni, ktere bude Spolecnost 
povazovat za nezbytna ke zfizeni anebo zachovani 
majetkovych prav, a nebude do navrhovane 
publikace zahrnovat ani z ni odstranovat jakekoliv 
udaje nebo informace poskytnute Spolecnosti, ktere 
Spolecnost oznaci za duverne nebo za predmet 
sveho vlastn ictvi. 

AMGEN 
: I ~ ~ o 

' h. I .,. ,,1 ~ (1 

I. I I • I ' L.Itl; l I 

patients, evaluation of the occurrence of all srd;, )Il l 

effects, the number of product packages used, 
preparation of final report) 

Site agrees that all inventions, discoveries, know
how and the like, whether patentable or not, resulting 
from the Treatment Plan ("Inventions") shall 
promptly be made known to Company and shall be 
the sole property of Site. Company shall have the 
unrestricted right to freely utilize all such Inventions 
in whatever manner it desires. Site hereby grants to 
Company a nonexclusive, irrevocable, worldwide, 
perpetual, fully-paid, and royalty-free license to 
make, have made, use, sell, offer to sell, and import 
any such Inventions. 

6. Publications - If Site would like to publish 
on the Treatment Plan, it shall for information provide 
to Company within sixty (60) days in advance of 
submission for publication any proposed manuscript 
and similarly provide any conference abstracts, slide 
or poster presentations or any other documents or 
materials reducible to written or printed form fifteen 
(15) days prior to proposed disclosure. If requested 
by Company, Site will temporarily (for a period of up 
to sixty (60) days withhold publication where this is 
required to allow for the filing of a patent application 
or the taking of such other measures as Company 
considers necessary to establish and/or preserve its 
proprietary rights and will not include in /remove from 
any proposed publication any data or information 
supplied by and identified as proprietary or 
confidential by Company. 

lnstituce a Lekai' v Jakekoliv publikaci odkazi na The Institution and the Physician shall reference 
podporu Spolecnosti. Company's support in any publication. 

Krome vyse uvedeneho Spolecnost a Pracoviste 
nebudou vzajemne pouzivat sve nazvy (vcetne 
nazvu pi'ipadnych dcei'inych spolecnosti druhe 
strany nebo jeji materske spolecnosti), symboly ci 
oznaceni ani oznaceni z nich odvozena. a to v zadne 
forme publikace bez pisemneho souhlasu strany ci 
stran, jimz nalezi, daneho pfedem, avsak s tim, ze 
Spolecnost muze bez pisemneho souhlasu 
Pracoviste daneho pfedem informovat o existenci a 
ucelu teto Smlouvy a o nazvu anebo kontaktnich 
informacich kterekoliv ze stran teto Smlouvy 

7. Dodrfeni platnych pravnich predpisu a 
zavedene postupy - Pracoviste zajisti, aby byl 
Lecebny plan poskytovan v souladu s ~latnymi 

Apart from the above, Company and Site shall not 
use each other's names (including the names of the 
other party's subsidiaries or parent. (if any)), 
symbols or marks, or any derivatives thereof in any 
form of publicity without the prior written consent of 
the owning party or parties, except that. without prior 
written consent of Site, Company may identify the 
existence and purpose of this Agreement, the name, 
and/or the contact information of any party to this 
Agreement. 

7. Compliance with Applicable Law and 
Accepted Practice - Site shall ensure that the 
Treatment Plan is conducted in com liance with all 
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pravnimi predpisy, vyhlaskami a smernicemi, vcetne applicable laws. regulations and guidance. inc ud1ng 
spravne klinicke praxe popsane ve smernicich good clinical practice prescribed in guidance issued 
vydanych Mezinarodni konferenci pro harmonizaci by the International Conference on Harmonization 
(ICH), pisemnymi pokyny, a zasadami ktere (ICH), written instructions and policies provided by 
Spolecnost poskytla, jakoz i v souladu s platnymi Company .. as well as applicable anti-bribery laws 
predpisy proti uplatkarstvi v souvislosti s kontaktem pertaining to interactions with government agents, 
s vladnimi zmocnenci. ui'edniky a zastupci (spolecne off1cials and representatives (collectively, 
. Piatne pravni pi'edpisy"). Pracov1ste prohlasuje a "Applicable Law(s)"). Site represents and warrants 
zarucuje. ze s1 zajistilo a po dobu platnosti teto that it has obtained. and will maintain for the term of 
Smlouvy bude mit zajisteny, ve~kere licence. this Agreement. all licenses, authorizations, 
povoleni, souhlasy a kontroly pozadovane statn1m1 approvals. and reviews required by any 
organy pro plneni svych povinnosti z teto Smlouvy governmental authority for performance of its 

(i) Zejmena pak Pracoviste prohlasuje a 
zarutuje, i.e Pracoviste ani zadne z 
osob a spolecnosti, ktere pracuji jeho 
jmenem, nebudou pi'lmo ani nepfimo 
nabizet, platit, slibovat platbu Cl 
povolovat podobne nabidky, sliby nebo 
platby ve forme jakekoliv hodnoty osobe 
nebo subjektu za ucelem ziskani nebo 
udrzeni zakazek nebo jakekoliv 
neopravnene vyhody v souvislosti s 
touto Smlouvou, a ze ani jinak neporusi 
Plaine pravni pi'edpisy upravujici 
vei'ejne nebo komercni uplatkai'stvi 
nebo korupci ci s nimi souvisejici 
( .. Protikorupcni zakony"). Pracoviste 
dale prohlasuje, i.e veskere zaznamy 
souvisejici s touto Smlouvou budou 
uplne a pfesne. 

(ii) Pracoviste potvrzuje, i.e pacienti 
souhlasili se sdilenim zdravotn i 
anamnezy a stavu a souhlasi a 
zarucuje, i.e si pi'ed tim . nez bude 
pacientum umoznE'ma ucast na lee be, 
zajisti platny informovany souhlas ad 
kazdeho pacienta nebo jeho pravniho 
zastupce v souladu s platnymi pravnim1 
pi'edpisy a touto Smlouvou 

(iii) 

(iv) 

(v) 

Pracoviste vzalo v uvahu mozna rizika 
pro pacienty v souvislosti s uzitim 
Leciva a dospelo k zaveru. i.e 
potencialni pfinos pro pacienty 
pi'evazuje nad riziky: 

Pracoviste ovefilo. ze onemocneni. pro 
ktere je Lecivo pozadovano, je 
chronicke onemocnEmi. ktere vazne 
ovlivnuje zdravi pacientu, nebo Je 
povazovano za zivot ohrozujici a nelze 
jej uspokojive lecit lecivym pi'ipravkem. 
ktery je aktualne na trhu a je schvalen 
pro h~cbu indikace z Lecebneho planu: 

Pracoviste uchovava veskere zaznamy 
o dobu deseti 1 0 let od ukonceni 

obligations hereunder. 

(i) In particular, Site represents and 
warrants that It or any person or 
company working on behalf of Site shall 
not directly or indirectly offer, pay, 
promise to pay or authorize such offer, 
promise or payment of anything of value 
to any person or entity for the purpose 
of obtaining or retaining business or any 
improper advantage in connection with 
this Agreement. or that would otherwise 
violate any Applicable Law, concerning 
or relating to public or commercial 
bribery or corruption ("Anti-Corruption 
Laws"). Site further represents that any 
records that relate to this Agreement 
shall be complete and accurate. 

(ii) Site confi rms that Patients have 
consented to share their medical history 
and condition and agrees and warrants 
that it w1ll obtain a valid informed 
consent form from each Patient or its 
legal representative in accordance with 
Applicable Laws and this Agreement 
before Patients are allowed to 
participate in the Treatment Plan. 

(iii) 

(iv) 

(v) 

Site has taken 1nto consideration the 
potential risk for the Patients to use the 
Drug and has concluded that the 
potential benefit for Patients 
overweights the risks; 

Site has verified that the disease for 
which the Drug is requested is a chronic 
disease that severely affects Patients' 
health or is considered life threatening 
and cannot be satisfactorily treated by a 
medicinal product currently marketed 
and approved for the treatment of the 
indication of the Treatment Plan; 
Site shall maintain all records for ten 
(1 0) years from completion of the 
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(vi) 

(vii) 

lecby nebo po dobu delsi , vyzaduji-li to 
Platne pravni pi'edpisy. Pracoviste 
prijme pi'imei'ena a obvykla opatfeni. 
aby zabranila ztn3te nebo pozmeneni 
techto zaznamu 

Pracoviste prohlasuje a zarucuje, ze se 
na Pracoviste ani jeho zastupce 
nevztahuje zadny zakaz ucasti, 
diskvalifikace ani vylouceni podle 
jakychkoliv pravidel v zadne z jurisdikci , 
v nichz kdy pusobili, zejmena v Evrope 
nebo Spojenych statech americkych 
(kde hlavnimi platnymi pfedpisy jsou: 
Zakon o prosazovani generickych leciv 
z roku 1992. Kniha 21 Kodexu 
federalnich pravnich pi'edpisu 
( .. C.F.R.") , § 312.70 a 42 c .FR.. cast 
1001 a nasi.). Pracoviste neprodlene 
uvedomi Spolecnost o jakemkoliv 
seti'eni souvisejicim se zakazem ucasti. 
diskvalifikaci nebo vyloucenim 
Pracoviste nebo jeho zastupcu a o 
zahajeni jakehokoliv i'izeni s nim 
souvisejiciho. Oznameni nebo 
nepodfmi tohoto oznameni podle tohoto 
odstavce pi'edstavuje poruseni 
Smlouvy, v jehoz dusledku je 
Spolecnost opravnena s okamzitou 
platnosti vypovedet tuto Smlouvu za jeji 
poruseni. a to bez ohledu na jakakoliv 
prava Pracoviste na napravu 

Spolecnost muze vyzadovat, aby 
Pracoviste sdelilo Spolecnosti. jejim 
pi'idruzenym spolecnostem a jejich 
prislusnym dodavatelum (spolecne 
"Zastupci spolecnosti") urcite osobni 
udaje svych zamestnancu (napf. jmeno. 
obchodni kontaktni udaje). ktere jsou 
pro Spolecnost a Zastupce spolecnosti 
nezbytne pro dodrzovani Smlouvy a 
povinnosti ulozenych pi'islusnymi 
zakony, pokyny nebo regulacnimi 
organy, ktere mohou mimo jine 
zahrnovat zpracovani techto osobnich 
udaju pro ucely hlaseni bezpecnosti 
produktu a distribuce Leciva. Tyto 
osobni udaje mohou byt v pi'ipade 
poti'eby zpfistupneny regulacnim 
organum a etickym vyborum. Pracoviste 
bere na vedomi, ze Spolecnost je 
soucasti celosvetove spolecnosti, ktera 
ma datova centra po celem svete. 
vcetne Evropske unie a Spojenych statu 
americkych (globalni ustfedi 
spolecnosti Amgen Inc.) Pracoviste 
rozumi a souhlasi s tim. ze pouziti a 

'------=z:..:.v.::.e :...:i'e:L:· n~e:.:.:ni osobnich udaju Spolecnosti 
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Treatment Plan or longer, if required by 
Applicable Law. Site shall take 
reasonable and customary precautions 
to prevent the loss or alteration of any 
such records. 

Site represents and warrants that 
neither Site nor Site Representatives 
have been the subject of a debarment, 
disqualification or exclusion under any 
rules. in any jurisdiction where they 
have practiced, in particular in Europe 
or in the United States (where the main 
applicable texts are: Generic Drug 
Enforcement Act of 1992, Title 21 Code 
of Federal Regulations ("C.F.R.") 
Section 312.70 and 42 C.F.R. Part 1001 
et seq.). Site shall notify Company 
immediately upon any inquiry 
concerning debarment. disqualification, 
or exclusion of Site or Site 
Representatives, or the 
commencement of any proceeding 
concerning the same. Notice of or 
failure to provide any such notice under 
this Section shall constitute a breach 
hereunder for which Company may 
terminate this Agreement immediately 
for default notwithstanding any right of 
Site to cure. 

Company may require that Site disclose 
to Company, its affiliates and their 
respective contractors (together 
Company Representatives"), certain 
personal information of its staff (e.g., 
name. business contact information) as 
necessary for Company and Company 
Representatives to comply with this 
agreement and with their respective 
obligations imposed by Applicable Law, 
guidance or regulatory authorities, 
which may include without limitation 
processing such personal information 
for purposes of product safety reporting 
and distribution of the Drug. Such 
personal information may, if necessary, 
be made available to regulatory 
authorities and ethics committees. Site 
acknowledges that Company is a multi
national company which maintains 
datacenters around the world, including 
in the European Union and the United 
States (Amgen Inc.'s global 
headquarters). Site understands and 
agrees that Company's use and 
disclosure of personal information may 
be transferred to other Amgen 
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muze byt pi'eneseno na jine spolecnosti 
Amgen nebo na smluvni partnery 
poskytujlci sluzby spolecnosti Amgen v 
zemich, ktere nemusi vyzadovat stejnou 
urover'\ ochrany udaju jako zeme, ve 
ktere byly shromazdeny; osobni udaje 
vsak budou preneseny az po overeni 
toho. ie jsou k dispozic1 primerena 
ochranna opatfeni (Standardni Smluvni 
Dolozky ve forme schvalene Evropskou 
komisi), ktere tyto udaje ch rani 
Pfedavani osobnich udaju mez1 
Spolecnosti a jejimi entitami se ridi 
pi'islusnymi zakony a Zavaznym1 
Firemnimi pravidly spolecnosti 
Amgen(BCR). Dalsi 1nformace o BCR. 
vcetne moznosti podat stiznost na 
jakekoli zpracovani osobnich udaju v 
rozporu s BCR, jsou k dispozici na 
adrese http //www amgen com/bcl 1• S 
jakymkoliv poiadavkem na prfstup. 
opravu, vymaz nebo pfenositelnost 
osobnich udaju se mute lnstituce obratit 
na poverence pro ochranu osobnich 
udaju spolecnosti Amgen na adrese 
pnvacyoff1ce@amgen .com Stiznosll 
lze podat take u organu pro ochranu 
osobnich udaju. Spoleenost mute 
zpracovavat osobni udaje po dobu 
trvani smlouvy, v kazdem pripade vsak 
tak dlouho. jak vyzadujl smluvni a 
zakonne povinnosti uchovavani 
osobnich udaju. Rozsil'ena verze 
prohlaseni o ochrane osobnfch udaJu 
spolecnosti Amgen pro zdravotnicke 
odbornlky je k dispozic1 na adrese 
www a1 ngen.com/hcppnvacv 

8. Zpravy o bezpecnosti a dalsi zpravy 

V souvislosti s povinnosti Pracoviste dodr:Zovat 
veskere platne regulatornf pozadavky souvisejici s 
podavanlm zprav o bezpecnosti 1e Pracoviste 
povinno splnit pozadavky uvedene v pi'floze s 
nazvem .. Pri loha- Poi:adavky na podavani zprav 
o bezpecnosti", ktera je pfi lohou teto Smlouvy. 
Priloha s Pozadavky na podavani zprav o 
bezpecnosti bude neprodlene aktualizovana. bude-11 
to nezbytne z duvodu zmen Platnych pravnich 
pi'edpisu nebo dohodnou-li se na tom strany z Jlneho 
dOvodu. V pripade nesrovnatosti mez1 ustanovenim1 
teto Smlouvy a ustanovenlmf Pillohy Pozadavky na 
podavani zprav o bezpecnost1 , majl ustanoven1 
Prilohy Pozadavky na podavani zprav o bezpecnosll 
pi'ednost ve vecech bezpecnosti a farmakovigilance 
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companies or to contrac ual partners 
providing services to Amgen located in 
countries that may not require the same 
level of data protect1on as the country in 
which was collected; however, personal 
mformation will only be transferred after 
ensuring that adequate safeguards 
(Standard Contractual Clauses in a 
form approved by the EU Commission) 
are 1n place to protect such 
mformation Transfers of personal 
information among Amgen and its 
group entities follow applicable laws 
andAmgen's Bmdmg Corporate Rules 
(BCRs). Additional information on the 
BCRs Including the ability to file a 
complaint about any processing of 
personal mforrnation in violation of the 
BCRs. are available at 

t1p l'www amgen com/bcr/ Any 
request to access, correct, delete or to 
request portability of personal 
information of the Site. must be 
addressed to Amgen Data Protection 
Officer at pnvacyoffice@amqen.com. 
Complaints may also be lodged to the 
data protection authority. Company 
may process personal information for 
the duration of the Agreement, in any 
event as long as required by contractual 
and legal retention obligations. 
Extended version of of Amgen's privacy 
statement for Health Care 
Professionals can be found at: 

·• 'Ni 1n1gPn comihcpprivacy 

8. Safety and Other Reports -

In connection with Site's obligation to comply with all 
applicable regulatory requirements regarding safety 
reporting, S1te shall comply with the requirements set 
forth Hl the exhibit entitled. "Exhibit Safety 
Reporting Requirements,'' attached hereto The 
Safety Reporting Reqwrements Exhibit will be 
promptly updated if required by changes in 
Applicable Law or as IS otherwise agreed upon by 
the partres Shall there be any discrepancy between 
the terms of this Agreement and those contained in 
the Safety Reportrng Requirements Exhibit. then the 
provrsions of the Safety Reporting Requirements 
Exhibit shall take precedence for what concerns 
safety and pharmacovigilance provisions. 
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9. Prohla~eni o zarukach PRACOVISTE 9. Disclaimer of Warranties SITE 

PRIJIMA ODPOVEDNOST ZA UZITi LECIVA. RESPONSIBILITY FOR THE USE OF THE DRUG 

KTERE DOSUD NEMA REGISTRACI V SOULADU FOR WHICH NO MARKETING AUTHORIZATION 

SE SLP. Pracoviste si zaj isti pojistnou smlouvu EXISTS YET IN ACCORDANCE WITH THE SLP. 

nebo program v mite dostatecne k pokryti jeho Site shall maintain a policy or program of insurance 

povinnostl prijlmanych na zaklade tete Smlouvy a v at levels sufficient to support its obligations assumed 

mire pozadovane Platnymi pravnimi predpisy. 

10. Smluvni obdobi a ukonceni Smlouvy -
Pro ucely teto Smlouvy se .. Datem ucinnosti" 
rozuml datum, kdy tuto Smlouvu podepise posledni 
ze stran. Smlouva je pine platna a ucinna do 
ukonceni lecby Pracovistem nebo do drivejsiho 
ukonceni podle teto Smlouvy. Kterakoliv ze stran je 
opravnena Smlouvu vypovedet s okamzitou 
platnostl plsemnou vypovedi zaslanou ostatnim 
stranam. V pfipade vypovedi smlouvy ze strany 
Spolecnosti se Spolecnost zavazuje i nadtile zdarma 
dodavat Lecivo die Lecebneho planu pro pacienty. 
jejichz lecba byla zapocata pred dorucenim 
vypovedi, a to do te doby, nez dojde k dokonceni 
lecby, nebo bude Lecivo uvedeno na trh a bude 
komercne dostupne. 

11. Uverejneni Smlouvy v registru smluv 
v pfipade, ze Smlouva, podleha uverejneni die 
zakona c. 340/2015 Sb. , o registru smluv. ve znEmi 
pozdejslch predpisu ( .. Zakon o registru"), uplatni se 
nasledujclcl ustanoveni. 

Smluvnl strany se dohodly. i.e uverejnemi provede 
lnstituce, a to tak, i.e uverejni, zpristupni Ci poskytne 
ke uverejneni vylucne tu verzi Smlouvy, kterou ji za 
timto ucelem pripravi a poskytne Spolecnost 
nejpozdeji v den podpisu Smlouvy, a to ve strojove 
citelnem formatu v ~ iiflani~ na 
emailovou adresu ~ lnst1tuce 
uverejni Smlouvu nejpozdeji do peti (5) pracovnich 
dnl od doruceni Smlouvy Spolecnosti. jak je 
uvedeno vyse. 

Bez ohledu na ujednani v pfedchozi vete je lnstituce 
opravnena zaslat Smlouvu do registru vzdy pouze 
po predchozim pisemnem schvaleni jeji konecne 

under this Agreement and as required by Applicable 

Law. 

10. Term and Termination - For purposes of 
this Agreement, "Effective Date" shall mean the last 
date on which a party executes this Agreement. This 
Agreement shall remain in full force and effect until 
the completion by the Site of the Treatment Plan or 
earlier termination pursuant hereto. Any party may 
terminate this Agreement immediately upon written 
notice to the other parties. Immediately upon receipt 
of a notice of termination, Site shall cease 
conducting procedures on the patient(s) as directed 
by Company, to the extent medically permissible and 
appropriate. If the Agreement is terminated by the 
Company, the Company undertakes to continue to 
supply the Drug at no charge according to the 
Treatment Plan for patients whose treatment was 
started before the termination until the treatment is 
completed or the Drug is launched onto the market 
and commercially available. 

11 . Publication in the Contract Registry 

In case the Agreement is subject to the publication 
accordingly to the Act no. 340/2015 Co li., on 
Contract Registry ( .. Registry Act") following 
provisions shall apply. 

The Parties agree that the publication shall be 
carried out by the Institution by publishing, making 
available or providing for publication only the version 
of Agreement prepared for this purpose and 
provided by the Company no later than the date of 
signing the Contract, in electronic machine-readable 
format by sending to the email address ___ _ 
The site will publish the Agreement no later than five 
(5) working days from the delivery of the Agreement 
by the Company, as set out above. 

Irrespective of the arrangements in the previous 
sentence, the Institution is entitled to send the 
Agreement to the registry only after the previous 
written approval of its final versiQ!l_bY- the Com an . 

5111 



AMGEH 
It I ..,; ( l 

·" . •' !'. ;1ha I 
1 •o ' ~ 1 77~ son 

podoby Spolecnosti. Pokud je die Zakona o registru 
ucinnost teto Smlouvy vazana na uverejneni v 
registru. pak tato ucinnost nastava takovym 
zverejnenim bez ohledu na jakakoliv jina ustanoveni 
teto Smlouvy. 

12. Ruzne - Tato Smlouva pfedstavuje cele 
ujedncfmi stran o jejim predmetu a nahrazuje 
vsechny drivejsi nebo soubezne dohody bez ohledu 
na to. zda byly uzavi'eny pisemne nebo ustne 
Ustanoveni Smlouvy lze menit pouze s 
oboustrannym pisemnym souhlasem stran Smlouvy 
Smluvni strany nejsou opraveny postoupit ani 
pi'evest zadna ze svych prav ci povinnosti z teto 
Smlouvy bez pisemneho souhlasu druhe smluvni 
strany Pracoviste neni opravnifmo pravne 
zavazovat Spolecnost, at' smluvne, ustnimi 
prohlasenimi, ci jinak. Pracoviste pusobi jako 
nezavisty subjekt, nikoliv jako zmocnenec. 
zamestnavatel nebo partner Spolecnosti ani jako 
spolecny zamestnavatel. . 
Tato smlouva se fidi ceskym pravem a ceske soudy 
jsou pfislusne k rozhodovani vesker}ich pi'ipadnych 
sporu vzniklych z teto smlouvy. Tato smlouva je 
vyhotovena v ceske a anglicke verzi. V pfipade 
rozporu mezi obema verzemi ma ceska verze verze 

i'ednost. 

DODATEK A I EXHIBIT A- Popls SLP 
DODATEK B I EXHIBIT B- PROVISION OF DRUG 

If the effectiveness of this Agreement 'is boun tcfthe 
publicatron in the registry pursuant to the Registry 
Act. such effectiveness occurs upon such 
publication. irrespective of any other provisions 
hereof 

12. Miscellaneous This Agreement 
constitutes the entire agreement of the parties with 
respect to the subject matter hereof, and supersedes 
any other prior or contemporaneous agreements, 
written or oral The terms of this Agreement may only 
be amended by the mutual written consent of the 
parties hereto The Parties may not assign or 
transfer any of their rights or obligations under this 
Agreement without the prior written consent of the 
other party Site does not have the authority to 
legally bind Company by contract, verbal 
representation , or otherwise. Site is engaged in an 
independent entity and not as an agent, employee, 
partner. or joint employer of Company. 

The Agreement is governed by the Czech Law, and 
any disputes that arise based on this Agreement will 
be resolved by the courts of the Czech Republic.This 
Agreement is executed in Czech and English 
version In case of discrepancy between these 
version . the Czech version shall prevail. 

DODATEK C I EXHIBIT C - SAFETY REPORTING REQUIREMENTS 
DODATEK Dl EXHIBIT D- PRIVACY FORM 

:illl 
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