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Smlouva o poskytnutni lIé¢iva

Tato smlouva o poskytnuti IéCiva (,,Smlouva®) se
uzavira ke dni pfipojeni posledniho podpisu a stava
se ucinnou ke dni uvefejnéni Smlouvy v registru
smluv, postupem podle zakona ¢. 340/2015 Sb., ve
znéni pozdéjSich predpist (,Datum Géinnosti)
mezi

spole¢nosti Amgen s.r.o., se sidlem Klimentska
1216/46, 110 02, Praha 1, Ceska republika, IC:
27117804, zapsana v obchodnim rejstfiku
vedeném Méstskym soudem v Praze v oddile C,
vlozka €. 97583, zastoupena MUDr. Silvii
Pfitasilovou, a Mgr. Davidem Valou MBA,
Prokuristé (,,Spoleénost")

a

Fakultni nemocnici Bulovka, se sidlem Budinova
67/2, Praha 8 — Liberi, 180 81, Ceska republika
ICO: 00064211,  zastoupenou  Mgr.  Janem
Kvackem, feditelem (,,Instituce™)

Predmét Smlouvy

Na zakladé této Smlouvy Spole¢nost souhlasi s
tim, ze poskytne Sotorasib (AMG 510) 120 mg,
potahované tablety (,,Lé€ivo”) Klinice pneumologie
Instituce a to za Ucelem |éCby pacientd Instituce
podle schvaleného Specifického Lécebného
Programu pod kdédem sp. zn. sukls124032/2021 a
MZDR 18110/2021-6/0OLZP  (“SLP”) ktery je
pfilozen k této Smlouvé jako Priloha A. Instituce a
jeji lékafi se dale budou jednotlivé i spole¢né
nazyvat jako ,,Pracovisté.

1. Rozsah lééebného uziti — Pracovisté bude
léCit  pacienta  (pacienty) profesionalné a
kompetentné v souladu s Pfilohou A popisujici
IéCebny plan (“Lé€ebny plan”) a ustanovenimi této
Smlouvy.

2. Zmény v Lééebném planu — Pracovisté
neni opravnéno provadét jakékoliv zmény v
[éCebném planu popsané v Priloze A bez
predchoziho souhlasu regulaéniho Gfadu a bez
predchoziho pisemného souhlasu Spolecnosti.

3. Pristup k Lééivu — Spole€nost se zavazuje
zdarma dodavat na Pracovisté Léc&ivo jak bude
vyZzadovat LécCebny plan. Pracovit€¢ bere na
védomi a souhlasi s tim, Ze Spole¢nost si vyhrazuje
pravo prerusit bezplatné dodavky Léciva podle této
Smlouvy, jakmile bude Lé&ivu udélen souhlas s
uvedenim na trh a bude komeréné dostupny nebo
kratce poté nebo kdykoli z bezpecnostnich divodu
z divodu nedostatku dodavek nebo ukoncenim této

Agreement on the Provision of a Drug

This Agreement on the Provisons of a Drug
(“Agreement”) has been concluded on the date of
the last signature and becomes effective on the
date of publication of the Agreement in the register
of contracts specified in Act No. 340/2015 Coll., as
amended ( “Effective Date”) by and between

Amgen s.r.0., with its registered seat at Prague 1,
Klimentska 1216/46, Postal Code 11002, Czech
republic, Id. No.: 27117804, registered in the
Commercial Register maintained by the Municipal
Court in Prague under the file no.: C 97583
represented by MUDr. Silvia Pritasilova and Magr.
David Vala MBA, Proxies ("Company")

and

Fakultni nemocnice Bulovka, with its registered
seat at Budinova 67/2, Prague 8 — Liben, 180 81,
Czech Republic, I1d. No.: 00064211, represented by
Mgr. Jan Kvacek, director ("Institution™)

Object of the Agreement

On the basis of this Agreement Company agrees to
provide Sotorasib (AMG 510) 120 mg, coated
tablets ("Drug") to Dpt. of Pneumology of the
Institution, for the purpose of treating patients
according to approved Specific Treatment
Programme under file no. sukls124032/2021
MZDR 18110/2021-6/0OLZP (“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 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 granted marketing
approval and is commercially available or shortly
thereafter or at any time for safety reasons, due to
shortage of supply, or by terminating this
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Smlouvy podle ¢&asti upravujici jeji ukonceni.
PFistup k LéCivu je omezen pouze na zpUsobilého
pacienta (pacienty) a na ty osoby, které jsou pod
pfimou kontrolou Pracovisté. Uziti Léciva k
jakymkoli Gc¢elim mimo Lécebny plan nebo
jakymkoli zpisobem v rozporu s nim je zakazano.
Pracovist¢ nebude Lécivo, které Spole¢nost
poskytuje zdarma, poskytovat pacientovi(lim) ani
jinym platcdm za uplatu.

Spole€nost poskytuje LécCivo bezplatng, jak je
popsano v Priloze B této Smlouvy.

Pracovist®¢ nebo Z&stupci pracovidté (i) potvrdi
pisemné pfijeti jakékoli dodavky Léciva, (ii)
informuje Spole¢nost o pfedpokladanem zapojeni
do SLP, aby bylo umoznéno v€asné dodani, a (iii)
bude udrzovat a na vyzadani poskytne Spole¢nosti
ke kontrole fadny inventaf a protokol vydanych
zasob Léciva. Lécivo bude dodano jednotlivci a na
adresu urCenou Pracovistém v pisemné formé. Po
obdrzeni Léciva Pracovisté podepise formulaf o
dodani, ktery potvrzuje, ze LéCivo bylo dodano v
dobrém stavu a je pfipraveno k pouziti. Po
dokonc&eni nebo pfedCasném ukonceni LéCebného
planu provede Pracovisté nebo jeho =zastupci
fyzickou inventuru zasob Lécgiva a sdéli jeji
vysledky Spole¢nosti. V pfipadé jakéhokoliv
rozporu mezi vysledkem inventury a relevantnim
protokolem vydanych zasob bude Pracovisté
vénovat nejvétS§i mozné Usili k zodpovézeni
veSkerych dotazl, které bude v souvislosti s tim
Spole€nost vyzadovat. Pracovisté nese
odpovédnost za zniCeni veSkerého Léciva
zbyvajiciho v okamziku ukonceni LéCebného planu
(pokud Spole¢nost nepozaduje vraceni Léciva).
Pracovisté poskytne Spolecnosti prohlaSeni o
znieni Léciva. ProhldSeni o inventufe 2z&sob
LéCiva a o zniCeni bude poskytnuto ve formé
akceptovatelné Spolecnosti.

4, Duvérné informace — S ohledem na
majetkova prava a zajmy Spolecnosti se Pracovisté
zavazuje udrzovat v tajnosti veSkeré informace
ziskané od Spole¢nosti €i jejim jménem nebo
ziskané v dusledku pInéni této Smlouvy (,Davérné
informace") a déle se zavazuje omezit pfistup k
Duavérnym informacim pouze na ty osoby, které
jsou pod pfimou kontrolou Pracovisté a které se
budou podilet na pouzivani téchto informaci pro
ucely plnéni povinnosti z této Smlouvy. Tyto
informace nebudou v Zadném pfipadé pouZity k
jinym Gceldm, nez je Ucel popsany v této Smlouve,
ani sdélovany ftfetim stranam bez pisemného
souhlasu Spole¢nosti daného predem.

5. Majetkova prava - Spole¢nost ani

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 that
Company provides without charge.

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

Site or its designated Site Representatives shall (i)
acknowledge written receipt of any shipment of
Drug, (ii) inform Company about projected
enroliment to allow for timely delivery, and (iii)
maintain and provide upon request to Company for
review a proper inventory and a dispensing log of
the Drug stocks. The Drug will be supplied to the
individual and to the address designated by Site in
writing. Upon receipt of the Drug, Site shall sign the
proof of delivery form which indicates that the Drug
has been delivered in a suitable condition and is
ready for use. Upon completion or early termination
of the Treatment Plan, Site or its designated Site
Representatives shall carry out a physical inventory
of the Drug and communicate the inventory to
Company. In the event of any discrepancy between
the result of the inventory and the relevant
dispensing log, Site shall use its best endeavors to
answer any queries asked by Company in
connection thereto. Site is responsible for
destruction of any Drug remaining at the end of the
Treatment Plan (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 rights 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 Information"), and further agrees to
limit access to any Confidential Information to only
those persons who, under Site's direct control, will
be engaged in employing such information for the
purposes of fulfilling the obligations under this
Agreement. At no time shall such information be
employed for any purpose other than as described
herein or disclosed 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
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Pracovisté neprevadéji touto Smlouvou na druhou
stranu Zzadna prava k patentim, autorska prava
nebo jina majetkova prava kterékoliv ze stran, neni-
li v této Smlouvé uvedeno jinak.

Pracovisté souhlasi, Zze ve8kera zakdédovana data
(véetné dat o pacientech), vysledky a zavéry
vyplyvajici z LéCebného planu poskytovana na
zakladé této Smlouvy (,,Data") budou neprodlené
sdélena SpoleCnosti a stavaji se vyhradnim
vlastnictvim Pracovisté. Spole¢nost ma neomezené
pravo veSkera Data volné uzivat jakymkoliv
zplsobem, ktery si zvoli. Pracovisté timto poskytuje
Spole€nosti  nevyluénou, neodvolatelnou, piné
splacenou celosvétovou licenci prostou veskerych
licenénich poplatkd, s pravem uzivat veSkera tato
Data. Pracovidté souhlasi s tim, Ze poskytne
Spole¢nosti veSkerou potfebnou soucinnost za
ucelem  pInéni  povinnosti  plynoucich  ze
schvaleného SLP (zejména pocet pacientd,
hodnoceni vyskytu vSech vedlejSich uc€inkl, pocet
pouzitych baleni Léc&iva, pfiprava zavérecné
Zpravy).

Strany berou na védomi, Ze s daty pacientl bude
nalozeno v souladu s platnymi zakony, zejména s
pozadavky vyplyvajicimi z obecného nafizeni o
ochrané osobnich udaji 2016/679.

Pracovisté souhlasi, Zze veSkeré vynalezy, objevy,
know-how apod., bez ohledu na to, zda je lze
chranit patentem ¢i nikoliv, vyplyvajici z LéCebného
planu (,Vynalezy"), budou neprodlené oznameny
Spole€nosti a stavaji se vyhradnim vlastnictvim
PracoviSté. Spole€nost ma neomezené pravo
veSkeré Vyndlezy volné wuzivat jakymkoliv
zpusobem, ktery si zvoli. Pracovisté timto poskytuje
Spole€nosti nevyluénou, neodvolatelnou, Casové
neomezenou a plné splacenou celosvétovou licenci
prostou veskerych licenénich poplatkll na vyrobu,
uzivani, prodej, nabizeni k prodeji & dovoz téchto
Vynalezu.

6. Publikace - Bude-li mit Pracovisté zajem
publikovat Lé€ebny plan, poskytne Spolecnosti pro
jeji informaci nejméné Sedesat (60) dnG pred
podanim k publikaci pracovni verzi rukopisu a
obdobné ji poskytne veSkeré abstrakty na
konference, prezentace ve formé slidd nebo
posterll a dalSi dokumenty &i materidly, které je
mozné vyhotovit v pisemné nebo tisténé podobé, a
to patnact (15) dnu pfed navrhovanym datem jejich
zvefejnéni. Pozada-li o to Spole¢nost, Pracovisté
docasné (po dobu az Sedesati (60) dnu) pozastavi
publikaci, je-li to nutné k podani patentové pfihlasky
nebo k pfijeti jinych opatfeni, které bude
Spole€nost povazovat za nezbytna ke zfizeni
anebo zachovani majetkovych prav, a nebude do
navrhované publikace zahrnovat ani z ni
odstranovat jakékoliv uUdaje nebo informace

proprietary right of any party, except as described
in this Agreement.

Site 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.
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 fulfill the duties of approved
SLP (namely number of patients, evaluation of the
occurrence of all side effects, the number of Drug
packages used, preparation of final report).

Parties acknowledge, that pacient-level data shall
be treated in compliance with applicable law, esp.
the requirements under the General Data
Protection Regulation 2016/679.

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.
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poskytnuté Spole¢nosti, které Spole€nost oznaci za
dlvérné nebo za predmét svého vlastnictvi.

Instituce a Lékar v jakékoliv publikaci odkazi na
podporu Spolecnosti.

Kromé vySe uvedeného Spole¢nost a Pracovisté
nebudou vzajemné pouzivat své nazvy (vCetné
nazvli pfipadnych dcefinych spole¢nosti druhé
strany nebo jeji matefské spole¢nosti), symboly &i
oznaceni ani oznaCeni z nich odvozena, a to v
zadné formé publikace bez pisemného souhlasu
druhé strany &i stran, jimz nalezi, daného predem,
avSak s tim, Ze Spole¢nost mlze bez pisemného
souhlasu Pracovisté daného pfedem informovat o
existenci a ucelu této Smlouvy a o nazvu anebo
kontaktnich informacich kterékoliv ze stran této
Smlouvy.

7. Dodrzeni platnych pravnich predpist a
zavedené postupy - Pracovidté zajisti, aby byl
Lécebny plan poskytovan v souladu s platnymi
pravnimi pfedpisy, vyhlaSkami a smérnicemi,
v€etné spravné klinické praxe popsané ve
smérnicich vydanych Mezinarodni konferenci pro
harmonizaci (ICH), pisemnymi pokyny, a zasadami
které Spole¢nost poskytla nebo na které odkazala,
a platnymi pfedpisy upravujicimi kontrolu exportu a
hospodaiské sankce, které zakazuji dovoz
produktd a technologii pdvodem ze Spojenych statl
americkych do nékterych zakazanych zemi a
nékterym zakazanym subjektim a osobam, jakoz i
v souladu s platnymi pfedpisy proti Uplatkarstvi v
souvislosti s kontaktem s vladnimi zmocnénci,
Ufedniky a zastupci (spoleéné ,Platné pravni
predpisy"). Pracovisté prohladuje a zaruCuje, Ze si
zajistilo a po dobu platnosti této Smlouvy bude mit
zajistény, vesSkeré licence, povoleni, souhlasy a
kontroly pozadované statnimi organy pro plnéni
svych povinnosti z této Smlouvy.

0] Zejména pak Pracovidté prohlasSuje a
zaru€uje, Z2e Pracovidté ani zadné z
osob a spoleénosti, které pracuji jeho
jménem, nebudou pfimo ani nepfimo
nabizet, platit, slibovat platbu i
povolovat podobné nabidky, sliby nebo
platby ve formé jakékoliv hodnoty
0sobé nebo subjektu za ucelem ziskani
nebo udrzeni zakazek nebo jakékoliv
neopravnéné vyhody v souvislosti s
touto Smlouvou, a Ze ani jinak neporusi
Platné pravni pfedpisy upravujici
vefejné nebo komeréni uplatkafstvi
nebo korupci €i s nimi souvisejici
(,,Protikorupéni zakony“). Pracovisté
dale prohlasuje, Ze veSkeré zadznamy
souvisejici s touto Smlouvou budou

The Institution and the Physician shall reference
Company's support in any publication.

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 compliance with all
applicable laws, regulations and guidance,
including good clinical practice prescribed in
guidance issued by the International Conference on
Harmonization (ICH), written instructions and
policies provided or referenced by Company, and
applicable export control and economic sanctions
regulations, which prohibit the shipment of United
States-origin products and technology to certain
restricted countries, entities and individuals, as well
as applicable anti-bribery laws pertaining to
interactions with government agents, officials and
representatives (collectively, "Applicable Law(s)").
Site represents and warrants that it has obtained,
and will maintain for the term of this Agreement, all
licenses, authorizations, approvals, and reviews
required by any governmental authority for
performance of its obligations hereunder.

0] 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.
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(ii)

(iii)

(iv)

v)

(vi)

(Vi)

UpIné a pfesné.

Pracovisté zajisti, Ze pacienti budou
souhlasit se sdilenim  zdravotni
anamnézy a stavu a souhlasi a
zaruCuje, Ze si prfed tim, nez bude
pacientim umoznéna ucast na Iécbe,
zajisti platny informovany souhlas od
kazdého pacienta nebo jeho pravniho
zastupce v souladu s platnymi pravnimi
predpisy a touto Smlouvou.

Pracovisté vzalo v uvahu mozna rizika
pro pacienty v souvislosti s uzitim
LéCiva a dospélo k zavéru, ze
potencialni pfinos pro zvolené pacienty
pfevazuje nad riziky;

Pracovisté ovéfilo, Ze onemocnéni, pro
které je Lécivo pozadovano, je
chronické onemocnéni, které vazné
ovliviuje zdravi pacientd, nebo je
povazovano za zivot ohrozujici a nelze
jej uspokojivé lecit 1éCivym pripravkem,
ktery je aktualné na trhu a je schvalen
pro lé¢bu indikace z LéCebného planu;

Pracovisté prebira plnou odpovédnost
za uzivani LécCiva a lékafskou pomoc
pacientlim v pfipadé komplikaci a/nebo
Ujmy nebo zranéni zpusobenych
prfedvidatelnymi a nepredvidatelnymi
riziky podavani Léc¢iva pacientim;
Pracovi$té uchovava veskeré zaznamy
po dobu deseti (10) let od ukon&eni
IéCby nebo po dobu delSi, vyzaduji-li to
Platné pravni predpisy. Pracovisté
pfijme pfiméfena a obvykla opatfeni,
aby zabranila ztraté nebo pozménéni
téchto zaznamu.

Pracovisté prohlasuje a zaruCuje, ze se
na Pracovist¢ ani jeho zastupce
nevztahuje Z2adny zadkaz ucasti,
diskvalifikace ani vylou€eni podle
jakychkoliv  pravidel v Zadné z
jurisdikci, v nichz kdy puUsobili, zejména
v Evropé nebo Spojenych statech
americkych (kde hlavnimi platnymi
pfedpisy jsou: Zakon o prosazovani
generickych léciv z roku 1992, Kniha
21 Kodexu federalnich  pravnich
predpist (,C.F.R."), § 312.70 a 42
C.F.R., &ast 1001 a nasl.). Pracovisté
neprodlené uvédomi SpoleCnost o
jakémkoliv  Setfeni souvisejicim se
zakazem Ucasti, diskvalifikaci nebo
vylou€enim Pracovi$t€¢ nebo jeho
zastupcll a o zahajeni jakéhokoliv
fizeni s nim souvisejiciho. Oznameni

(ii)

(iii)

(iv)

v)

(vi)

(vi)

Site will ensure that Patients shall
consent to share their medical history
and condition and agrees and warrants
that it will 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.

Site has taken into consideration the
potential risk for the Patients to use the
Drug and has concluded that the
potential benefit for chosen 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 takes full responsibility for the use
of the Drug and medical assistance of
the Patients in case of complications
and/or damages or injuries derived
from foreseeable and unforeseeable
risks of administering the Drug to the
Patients;

Site shall maintain all records for ten
(10) years from completion of the
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
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(viii)

nebo nepodani tohoto oznameni podle
tohoto odstavce predstavuje poruSeni
Smlouvy, v jehoz dlsledku je
Spoleénost opravnéna s okamzitou
platnosti vypovédét tuto Smlouvu za
jeji poruseni, a to bez ohledu na
jakakoliv prava Pracovi$té na napravu.

Spoleénost mlze vyzadovat, aby
Pracovisté sdélilo SpoleCnosti, jejim
pfidruzenym spoleCnostem a jejich
pfislusnym  dodavatellm (spole¢né
“Zastupci spolecnosti’) urcité osobni
Udaje svych zaméstnanct (napf.
jméno, obchodni kontaktni udaje), které
jsou pro Spole¢nost a Zastupce
spole¢nosti nezbytné pro dodrzovani
Smlouvy a povinnosti uloZenych
pfislusnymi  zakony, pokyny nebo
regulaénimi organy, které mohou mimo
jiné zahrnovat zpracovani téchto
osobnich Udaja  pro ucely hlaseni
bezpecnosti produktu a distribuce
Léciva. Tyto osobni udaje mohou byt v
pfipadé potfeby zpfistupnény
regulaénim  organdm a  etickym
vyboriim. Pracovisté bere na védomi,
Ze Spole¢nost je soucasti celosvétové
spole€nosti, ktera ma datova centra po
celém svété, vCetné Evropské unie a
Spojenych statd americkych (globalni
ustfedi spoleCnosti  Amgen Inc.).
Pracovi$té rozumi a souhlasi s tim, ze
pouziti a zvefejnéni osobnich udaju
Spole€nosti mUze byt pfeneseno na
jiné spole¢nosti Amgen nebo na
smluvni partnery poskytujici sluzby
spole¢nosti Amgen v zemich, které
nemusi vyZadovat stejnou Uroven
ochrany udaju jako zemé, ve které byly
shromazdény; osobni udaje vSak
budou pfeneseny aZ po,ovéfeni toho,
Ze jsou k dispozici pfiméfena ochranna
opatfeni (Standardni Smluvni Dolozky
ve formé schvalené Evropskou komisi),
které tyto Udaje chrani. Predavani
osobnich  Udajd  mezi spoleCnosti
Amgen a jejimi entitami se Fidi
prislusnymi zakony a nasimi
Zavaznymi Firemnimi pravidly (BCR).
DalSi informace o BCR, véetné
moznosti podat stiznost na jakékoli
zpracovani osobnich Gdaju v rozporu s
BCR, jsou k dispozici na adrese
http://www.amgen.com/bcr/. S
jakymkoliv pozadavkem na pfistup,
opravu, vymaz nebo prenositelnost
osobnich udaju se obracejte na Vaseho

(viii)

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
companies or to contractual partners
providing services to Amgen located in
countries that may not require the
same level of data protection as the
country in  which was collected;
however, personal information will only
be transferred after ensuring that
adequate safeguards (Standard
Contractual Clauses in a form
approved by the EU Commission) are
in place to protect such
information.Transfers  of  personal
information among Amgen and its
group entities follow applicable laws
and our Binding Corporate Rules
(BCRs). Additional information on the
BCRs, including the ability to file a
complaint about any processing of
personal information in violation of the
BCRs, are available at
http://www.amgen.com/bcr/. Any
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povéfence pro ochranu osobnich udajl
spole¢nosti Amgen na  adrese
privacyoffice@amgen.com.  Stiznosti
Ize podat také u organu pro ochranu
osobnich daji. Spole¢nost Amgen
mUlze zpracovavat osobni uUdaje po
dobu trvani Smlouvy, v kazdém
pfipadé vSak tak dlouho, jak vyzaduji
smluvni a  zakonné povinnosti
uchovavani osobnich udaji. RozSifena
verze prohlaseni o ochrané& osobnich
Gdaju  spoleCnosti  Amgen pro
zdravotnické odborniky je k dispozici
na adrese:
www.amgen.com/hcpprivacy

8. Zpravy o bezpeénosti a dalsi zpravy

V souvislosti s povinnosti Pracovi$té dodrzovat
veskeré platné regulatorni pozadavky souvisejici s
podavanim zprav o bezpeCnosti je Pracovisté
povinno splnit pozadavky uvedené v Pfiloze C s
nazvem ,Safety Reporting Requirements®, ktera
je pfilohou této Smlouvy. Tato pfiloha bude
neprodlené aktualizovana, bude-li to nezbytné z
dlvodu zmén Platnych pravnich predpisti nebo
dohodnou-li se na tom strany z jiného duvodu. V
pfipadé nesrovnalosti mezi ustanovenimi této
Smlouvy a ustanovenimi Pfilohy C, maiji ustanoveni
Prilohy C prednost ve vécech bezpec€nosti a
farmakovigilance.

Spole€nost se zavazuje, bez zbyte€ného odkladu
po podpisu této Smlouvy a v nezbytném poctu
vyhotoveni, pfedat Pracovisti:

0] odbornou informaci o pfipravku v rozsahu
PFirucky pro zkouSejiciho [Investigator's
Brochure - Sotorasib (AMG 510)] v
aktualni verzi,

(i) Plan SLP, a

(iii) Informace pro pacienty o 1éEbé v ramci
specifického |éCebného  programu
[Informace a souhlas s ucasti ve
specifickém lé¢ebném programu (SLP)
- Lécba pripravkem sotorasib (AMG
510) u pacienti po predchozi lécbé

lokalné pokrocilého a
neresekovatelného nebo
metastatického nemalobunécného

karcinomu plic s mutaci KRAS p.G12C
v Ceské republice]

9. Prohlaseni o zarukach — SPOLECNOST

request to access, correct, delete or to
request  portability of  personal
information, must be addressed to
Amgen Data Protection Officer at
privacyoffice@amgen.com. Complaints
may also be lodged to the data
protection authority. Amgen 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:
www.amgen.com/hcpprivacy

8. Safety and Other Reports

In connection with Site's obligation to comply with
all applicable regulatory requirements regarding
safety reporting, Site shall comply with the
requirements set forth in the Exhibit C entitled,
"Safety Reporting Requirements" attached
hereto. This exhibit will be promptly updated if
required by changes in Applicable Law or as is
otherwise agreed upon by the parties. Shall there
be any discrepancy between the terms of this
Agreement and those contained in the Exhibit C,
then the provisions of the Exhibit C shall take
precedence for what concerns safety and
pharmacovigilance provisions.

Company shall provide to Site, without undue delay
after the signing of this Agreement and in
necessary quantitites:

0] Investigator's Brochure — Sotorasib
(AMG 510)] in actual version,

(i) SLP, and

(iii) Information for the pacients about
the SLP and for their informed
consent for their particitation in this
programme.
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NEPOSKYTUJE ZADNE ZARUKY, VYSLOVNE
ANI IMPLICITNI, VCETNE ZARUKY
PRODEJNOSTI LECIVA CI JEHO VHODNOSTI
PRO POUZITi UVEDENE V PRILOZE A.
PRACOVISTE PRIJIMA ODPOVEDNOST ZA
uzZITi  LECIVA, KTERE DOSUD NEMA
REGISTRACI V SOULADU SE SLP. Pracovisté si
zajisti pojistnou smlouvu nebo program v mife
dostatecné k pokryti jeho povinnosti pfijimanych na
zakladé této Smlouvy a v mife pozadované

Platnymi pravnimi pfedpisy.

10. Smluvni obdobi a ukonéeni Smlouvy —
Smlouva je pIné platna a uc¢inna do ukoncéeni lécby
Pracovisttm nebo do dfivéjdiho ukoneni podle
této Smlouvy. Kterakoliv ze stran je opravnéna
Smlouvu vypovédét s okamzitou platnosti
pisemnou vypovédi zaslanou druhé strané.
Neprodlené po doru€eni vypovédi Pracovisté
zastavi provadéni procedur u pacienta v souladu
s pokyny Spolecnosti, v mife, ktera je z Iékaiského
hlediska pfipustna a vhodna.

11. Razné — Tato Smlouva predstavuje celé
ujednani stran o jejim pfedmétu a nahrazuje
vSechny dfivéjSi nebo soubéZné dohody bez
ohledu na to, zda byly uzavieny pisemné nebo
ustné.

Tato Smlouva se fidi a je vykladana v souladu se
zakony statu Ceské republiky, zejména pfislugnymi
ustanovenimi zakona €. 89/2012 Sb., obcansky
zakonik, ve znéni pozdéjSich predpisu.

Strany se dohodly, ze veSkeré spory vzniklé z této
smlouvy budou feseny vécné a mistné prislusnymi
soudy Ceské republiky.

V souladu se zakonem 340/2015 Sb., ve znéni
pozdéjSich predpist bude tato Smlouva a/nebo jeji
jakékoli dodatky zvefejnény v registru smluv do
tficeti (30) dnG od posledniho podpisu. Strany se
dohodly, ze Instituce zvefejni tuto Smlouvu, jeji
pfilohy a vesSkeré budouci dodatky. Pred
zvefejnénim Instituce odstrani ze Smlouvy vSechny

0. Disclaimer of Warranties - COMPANY
MAKES NO WARRANTIES, EXPRESS OR
IMPLIED, INCLUDING ANY WARRANTY OF
MERCHANTABILITY OR FITNESS OF THE DRUG
FOR USE AS DESCRIBED IN EXHIBIT A. SITE
TAKES RESPONSIBILITY FOR THE USE OF THE
DRUG FOR WHICH NO MARKETING
AUTHORIZATION EXISTS YET IN ACCORDANCE
WITH THE SLP. Site shall maintain a policy or
program of insurance at levels sufficient to support
its obligations assumed under this Agreement and

as required by Applicable Law.

10. Term and Termination - For purposes of
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 party. 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.

11. 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.

This Agreement shall be governed by and
construed in accordance with the law of the state of
Czech republic, in particular Act no. 89/2012 of
Coll., the Civil Code, as amended.

The Parties have agreed that any dispute arising
from this Agreement shall be adjudicated by te
courts of the Czech Republic with territorial and
subject matter jurisdiction.

In accordance with the law 340/2015 Coll.,, as
amended, this Agreement and/or any amendment
shall be published in the Contract Registry within
thirty (30) days from last signature. The parties
agree that Institution shall publish this Agreement,
its Appendices and any future amendments. Prior
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osobni udaje.

Ustanoveni Smlouvy Ize ménit pouze s
oboustrannym  pisemnym  souhlasem  stran
Smlouvy.

Pracovisté neni opravnéno postoupit ani prevést
Zadna ze svych prav Ci povinnosti z této Smlouvy
bez pisemného souhlasu Spole€nosti daného
pfedem. Pracovist¢ neni opravnéno pravné
zavazovat SpoleCnost, at smluvné, Ustnimi
prohlasenimi, ¢i jinak.

Pracovisté plsobi jako nezavisly subjekt, nikoliv
jako zmocnénec, zaméstnavatel nebo partner
Spolecnosti ani jako spole¢ny zaméstnavatel.

Tato smlouva je vyhotovena v Ceské a anglické
verzi. V pfipadé rozporu mezi obéma verzemi ma
Ceska verze prednost.

Nedilnou soucasti Smlouvy jsou nasledujici pfilohy:

PFiloha A — Popis specifického 1éEebného programu
(SLP)

Priloha B — Dodavani IéCiva do Instituce

Ptiloha C —

Ptiloha D —

Svymi nize uvedenymi podpisy smluvni strany
berou na védomi a souhlasi s podminkami
obsazenymi v této Smiouvé.

Amgen s.r.o.

By: MUDr. Silvia Pfitasilova
Title: prokurista/Proxy
Date: 03.08.2021

By: Mgr. David Vala, MBA
Title: Prokurista/Proxy
Date: 04.08.2021

to publication, the Institution shall remove all
personal information.

The terms of this Agreement may only be amended
by the mutual written consent of the parties hereto.

Institution may not assign or transfer any of their
rights or obligations under this Agreement without
the prior written consent of Company. 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.

This Agreement is executed in Czech and English
version. In case of discrepancy between these
version, the Czech version shall prevail.

The following Exhibits constitute an integral part of
this Agreement:

Exhibit A — Popis specifického 1é¢ebného programu
(SLP)

Exhibit B — Provision of Drug

Exhibit C — Safety Reporting Requirements

Exhibit D — Privacy Form

By the signatures below, the parties acknowledge
and agree to the terms contained in this
Agreement.

Fakultni nemocnice Bulovka
Budinova 67/2
180 81 Praha 8-Liben

By: Mgr. Jan Kvacek
Title: Feditel/Director
Date: 25.08.2021




