RAMCOVA SMLOUVA O DODAVKACH
PRODUKTU A SLUZBACH AFEREZY
CART

Tato ramcova dohoda o dodavkach
produktu CAR-T a sluzbach aferézy (dale
jen ,smlouva‘) je uzaviena dnem podpisu
smluvnich stran a i¢inna uvetrejnénimv registru
smluv (dale jen ,den ucinnosti“) mezi
spolecnosti Celgene International Sarl,
Svycarskou spolecnosti se sidlem na adrese 1
Route de Perreux, 2017 Boudry, gvycarsko,
dcefinou spolecnosti ve 100% vlastnictvi
spolecnosti Bristol-Myers Squibb Company,
spole¢n¢ se spolecnosti Bristol-Myers Squibb
spol. s r.o., se sidlem na adrese Bud¢jovicka
778/3, Praha 4, Ceska republika (spoleéné dale
jen ,,BMS*), a Fakultni nemocnice Olomouc,
se sidlem na adrese Zdravotnika 248/7, 779 00
Olomouc Ceskd republika (dale jen
,»Centrum®).  Spolecnost BMS a Centrum
mohou byt v tomto dokumentu oznacovany
jednotlivé  jako ,smluvni strana nebo
strana“ a spolecn¢ jako ,,smluvni strany nebo
strany*.

VZHLEDEM K TOMU, Ze BMS ma v
umyslu vyrdabét a komercializovat urcité
autologni imunocelularni terapie poté, co BMS
nebo jeji pridruzend spolecnost obdrzi od
regula¢niho organu povoleni k uvedeni na trh
(dale spolecné jen , produkty* a kazdy z nich
dale jen ,produkt®), a bude poskytovat
produkty zdravotnickym organizacim, které
uspokojive splinili vstupni podminky pro
provadéni aferézy a objednavani produktd od
spolecnosti  BMS  k  1écbé  pacienth
zdravotnického zatizeni (dale jen
,Kvalifikované centrum®);

VZHLEDEM K TOMU, Ze vyroba
autolognich  produktli  spole¢nosti BMS
vyzaduje odbér mononuklearnich bunc¢k od
kazdého pacienta, kterému licencovany lékar
predepiSe produkt (,,afereticky nebo aferézni
material®),

CAR T MASTER PRODUCT SUPPLY
AND APHERESIS SERVICES
AGREEMENT

This CAR-T Master Product Supply and
Apheresis  Services Agreement (the
“Agreement”) is concluded on the day of
signature by the contracting Parties and
becomes effective upon publication in the
contract register (the “Effective Date”), by
and between Celgene International Sarl, a
Swiss company having its principal offices at
1 Route de Perreux, 2017 Boudry,
Switzerland, a wholly owned subsidiary of
Bristol-Myers Squibb Company, together
with, Bristol-Myers Squibb spol. s r.o.,
having an address at Bud¢jovicka 778/3, Praha
4, Czech Republic (together “BMS”), and
Fakultni nemocnice Olomouc, located at
Zdravotniku 248/7, 779 00 Olomouc, Czech
Republic (“Center”). BMS and Center may
be referred to herein individually as a “Party”
and collectively as the “Parties.”

WHEREAS, BMS intends to manufacture
and commercialize certain autologous
immunocellular therapies after BMS or its
Affiliate has received a  marketing
authorization from the Regulatory Authority
(collectively, the “Products” and each, a
“Product”) and shall provide Product to
healthcare organizations that have
satisfactorily completed the onboarding
activities to perform apheresis services and
order Product(s) from BMS to treat healthcare
organization’s patients (each a “Qualified
Center”);

WHEREAS, BMS’ manufacturing of
autologous Products requires the collection of
mononuclear cells from each patient
prescribed a Product by a licensed healthcare
practitioner (the “Apheresis Materials”);
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VZHLEDEM K TOMU, Ze centrum je
zdravotnickym zatizenim, které 1é¢i pacienty,
ktefi mohou byt vhodni pro uziti produktu, a
ma odborné znalosti v oblasti ziskavani
lidskych bunéénych a tkanovych produkti,
véetné mononuklearnich bun¢k,
prostiednictvim provadéni aferéznich postupt;
a

VZHLEDEM K TOMU, Ze si smluvni strany
pteji, aby se centrum stalo Kvalifikovanym
centrem, které bude opravnéno 1€Cit své
pacienty jednim nebo vice produkty, pficemz
centrum bude poskytovat spole¢nosti BMS
aferetické materialy a spole¢nost BMS bude
vyrabét a poskytovat produkt centru;

SMLUVNI STRANY SE PROTO s ohledem
na vzdjemné zavazky a dohody obsazené v této
smlouvé dohodly takto:

1. DEFINICE

1.1 Definice pojmu

Nasledujici slova a vyrazy pouzité v této
smlouvé maji nasledujici vyznam, at’ uz jsou
pouzity v jednotném nebo mnozném cisle:

,PFidruZena spolecnost znamena ve vztahu
ke kterékoli ze smluvnich stran jakoukoli
spolecnost nebo jiny subjekt, ktery pifimo nebo
nepiimo ovlada smluvni stranu této smlouvy, je
jiovladan nebo je s ni pod spolecnou kontrolou.
,»Ovladanim* se rozumi pravomoc pfimo nebo
nepiimo jmenovat vetsinu ¢lent
pfedstavenstva nebo jinak fidit ¢i ovliviiovat
fizeni nebo politiku takové spolecnosti nebo

subjektu, at’ uz prostednictvim
spoluvlastnictvi, smlouvy nebo jinak.
»Platné pravo* znamena veskeré

mezinarodni, evropské a vnitrostatni pravni
piedpisy, natizeni a vyhlasky, v platném znéni,
které se vztahuji na plnéni a/nebo povinnosti
smluvnich stran podle této smlouvy, mimo jiné
vcetné: (i) nafizeni EU 2016/679 (,,GDPR®) a

WHEREAS, Center 1is a healthcare
organization that treats patients who may be
appropriate for a Product and has expertise in
collecting human cellular and tissue-based
product, including mononuclear cells through
the performance of apheresis procedures; and

WHEREAS, the Parties desire for Center to
become a Qualified Center eligible to treat its
patients with one or more Products, where
Center shall provide Apheresis Materials to
BMS and BMS will manufacture and provide
the Product to Center;

NOW, THEREFORE, in consideration of the
mutual covenants and agreements contained in
this Agreement, the Parties agree as follows:

1. DEFINITIONS

1.1Defined Terms

As used in this Agreement, the following
words and phrases will have the following
meanings, whether used in the singular or
plural:

“Affiliate” means with respect to either Party,
any company or other entity directly or
indirectly controlling, controlled by or under
common control with a Party to this
Agreement. “Control” shall mean the power to
directly or indirectly, appoint a majority of the
directors, or to otherwise direct or cause the
direction of the management or polices of such
company or entity whether through shared
ownership, by contract or otherwise.

“Applicable Law” means all international,
European and national legislation, regulations
and ordinances, as may be amended from time
to time, applicable to the Parties’ performance
and/or obligations hereunder, including but
not limited to: (i) EU Regulation 2016/679
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veskeré souvisejici vnitrostatni pravni predpisy
zem¢, kde se Centrum nachazi, tykajici se
ochrany soukromi, ochrany udaji a/nebo
bezpecnosti osobnich zdravotnich udaja; (ii)
platné spravné vyrobni postupy (,,SVP*), které¢
se vztahuji na vyrobu produktii provadénou
spoleCnosti BMS; (iii) nafizeni EU ¢.
1394/2007 o lécivych piipraveich pro moderni
terapii (,,Narizeni ATMP*); (iv) smeérnice
2004/23/ES o stanoveni jakostnich a
bezpec¢nostnich norem pro darovani, odbér,
vySettrovani, zpracovani, konzervaci,
skladovani a distribuci lidskych tkani a bun¢k
(,,Evropska smeérnice o tkanich a buitkach®) a
jeji provadéci smérnice; (v) zékon €. 296/2008
Sb., o zajisténi jakosti a bezpecnosti lidskych
tkani a bun¢k urcenych k pouziti u clovéka a o
zméné souvisejicich zadkont (zakon o lidskych
tkanich a bunkach), ve znéni pozdé&jsich
ptedpisi.

»Oystémy  BMS“  znamenaji  jakykoli
elektronicky systém spravovany spolecnosti
BMS a zptistupnény Centru a piipadné dalsim
tfetim stranam zapojenym do procesu vyroby
produktu BMS za ucelem sdileni a preddvani
informaci tykajicich se provadéni aferéznich
sluzeb a dodavek produktu.

HPortal* znamend systém spravovany
spolecnosti BMS a zpfistupnény Centru za
ucelem sdileni informaci mezi smluvnimi
stranami, které umozni 1écbu pacienta
produktem, mimo jiné vcetné registrace
pacienta, vyzvednuti aferetickych materidlli a
dodani produktu.

»Regulaéni organ*“ znamena jakykoli vladni
nebo regulacni organ, ufad, agenturu nebo
subjekt, ktery reguluje, fidi nebo kontroluje
komercializaci, vyrobu, prodej, distribuci,
pfedepisovani, podavani, pouzivani a thradu
klinicky provéfeného 1éc¢ivého pripravku.

(“GDPR”) and any associated national law of
the country where the Center is located
relating to the privacy, data protection and/or
security of personal health data; (ii) current
Good Manufacturing Practices (“GMPs”),
applicable to the manufacturing of Products
performed by BMS; (iii) the EU Regulation
1394/2007 on advanced therapy medicinal
products (“ATMP Regulation”); (iv)
Directive 2004/23/EC on setting standards of
quality and safety for the donation,
procurement, testing, processing,
preservation, storage and distribution of
human tissues and cells (“European Tissues
and Cells Directive”) and its Implementing
Directives; (v) Act No. 296/2008 Sb., on
Safeguarding the Quality and Safety of
Human Tissues and Cells Intended for Use in
Man and on Amendments to Related Acts (Act
on Human Tissues and Cells), as amended.
“BMS Systems” means any electronic system
maintained by BMS and made available to the
Center and, where applicable, other third
parties involved in the BMS Product
manufacturing process, for the purpose of
sharing and communicating information
relating to the performance of the Apheresis
Services and Product Delivery.

“Portal” means a system maintained by BMS

and made available to Center for the purpose
of sharing of information between the Parties
to enable treatment of patient with Product,
including, but not Ilimited to, patient
enrollment, apheresis pick up, and Product
Delivery.

“Regulatory  Authority” means any
governmental or regulatory body, agency
authority or entity which regulates, directs or
controls the commercialization, manufacture,
sale, distribution, prescription, administration,
use, and reimbursement of Advanced
Therapeutic Medicinal Product.
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,, TFeti stranou‘ nebo ,.tFetimi stranami‘ se
rozumi jakdkoli osoba nebo subjekt, podle
okolnosti jiny nez Centrum nebo BMS nebo
kterakoli z jejich pftisluSnych pfidruzenych
spolecnosti.

1.2 Dalsi definice

Pojmy, které nejsou definovany v oddile 1.1,
maji vyznam, ktery je témto pojmum pfifazen
v ptislusnych oddilech této smlouvy.

2. ROZSAH SMLOUVY

2.1 ROZSAH. V souladu s touto
smlouvou mize Centrum objednavat produkty
od spole¢nosti BMS a v souvislosti s takovou
objednavkou (objednavkami) bude poskytovat
spolecnosti  BMS sluzby aferézy (jak je
definovdno nize), které spolecnosti BMS
umozni vyrobu produktid. Sluzby aferézy pro
kazdy produkt budou provadény na zékladé
této smlouvy a podepsané¢ho prohlaSeni o
pracovni ¢innosti pro kazdy produkt (dale jen
»prohliaseni o pracovni ¢innosti“). Zadny
produkt nebude pfedmétem této smlouvy,
dokud (i) Strany neuzaviou pro takovy produkt
prohlaseni o pracovni cCinnosti ve formé
piiloZzené k této smlouvé jako Ptiloha A; (ii)
BMS nebo jeji pfidruZzena spolecnost neziska
od Regulacniho organu povoleni k uvadéni na
tth a prodeji takového produktu a od
Licen¢niho orgénu licenci k vyrob¢; a (iii)
stiedisko nesplni kvalifika¢ni pozadavky na
aferetické sluzby v souladu se smlouvou o
kvalit¢ podepsanou mezi BMS nebo jeji
Pfidruzenou spolecnosti a Centrem, jak je
uvedeno v Priloze B piilozené k této smlouve a
zaClenéné do ni timto odkazem. (dale jen
»smlouva o kvalité®).

2.2 Pfidruzené spole€nosti
Ptidruzené spolecnosti BMS mohou s Centrem
uzaviit smlouvu na zakladé prohlaSeni o
pracovni c¢innosti.  PfidruZend spolec¢nost
BMS, kterda podepiSe takové prohlaseni o
pracovni ¢innosti, bude povaZovana za

“Third Party” or “Third Parties” means any
person or entity, as applicable, other than

Center or BMS or any of their respective
Affiliates.

1.2 Additional Definitions

Terms not defined in Section 1.1 shall have the
meanings ascribed to such terms in the
applicable sections of this Agreement.

2. SCOPE OF THE AGREEMENT

2.1 Scope. Pursuant  to  this
Agreement, Center may place orders for
Products from BMS and in connection with
such order(s), will provide Apheresis Services
(as defined below) to BMS to enable BMS to
manufacture the Products. The Apheresis
Services with respect to each Product will be
performed pursuant to this Agreement and an
executed Statement of Work for each Product
(each, a “Statement of Work™). No Product
will be the subject of this Agreement until (i)
the Parties have executed a Statement of Work
substantially in the form attached hereto as
Attachment A for such Product; (i1) BMS or its
Affiliate has been granted the marketing
authorization by the Regulatory Authority to
market and sell such Product, and the
manufacturing license by the licensing
authority; and (iii) Center has completed
Apbheresis Services qualification requirements,
in accordance with the Quality Agreement
signed between BMS or its Affiliate and
Center, as set forth in Attachment B attached
hereto and incorporated herein by this
reference. (the “Quality Agreement”).

2.2 Affiliates. Affiliates of BMS may
contract with Center by executing a Statement
of Work. The Affiliate of BMS signing such
Statement of Work will be considered a
“Party” thereunder and shall be bound by the
terms and conditions that apply to “BMS”
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»smluvni stranu® a bude vazana podminkami,
které se vztahuji na spole¢nost BMS podle této
smlouvy (v€etné vSech pfiloh), a podminkami
uvedenymi v takovém prohldSeni o pracovni
¢innosti.

Prohlaseni o pracovni ¢innosti. Kazdé
podepsané Prohlaseni o pracovni ¢innosti
bude zaclenéno do této Smlouvy a povinnosti
stran stanovené ve vSech ProhlaSenich o
pracovni ¢innosti budou podléhat podminkdm
této Smlouvy a t€ém, které jsou uvedeny v
daném Prohlaseni o pracovni ¢innosti. V
rozsahu, v jakém budou jakékoli podminky v
Prohlaseni o pracovni ¢innosti v rozporu s
podminkami této Smlouvy, budou mit
ptednost podminky této Smlouvy, pokud dané
Prohlaseni o pracovni ¢innosti vyslovné
nestanovi zdmer nahradit tuto Smlouvu v
konkrétni zaleZitosti.

24  Zmény této smlouvy nebo
prohlaseni o pracovni Cinnosti. Neni-li v této
smlouvé uvedeno jinak, zmény této smlouvy
nebo jakéhokoli provedeného prohlaSeni o
pracovni ¢innosti lze provést pouze na zakladé
vzajemné pisemné dohody smluvnich stran.
Bez ohledu na vyse uvedené mize spolecnost
BMS cas od casu zménit postup odbéru
dospélych MNC v Evropé, ktery je soucasti této
smlouvy a je timto zaclenén odkazem (,,postup
komeréniho odbéru®), nebo podminky pro
piipravek s chimérickym  antigennim
receptorem T-bunék, které jsou ptipojeny k této
smlouvé jako ptiloha C (,,podminky*), aniz by
se m¢nila tato smlouva, a pokud to povoluji
vnitrostatni pravni pfedpisy zemé, v niz se
Centrum nachazi, aniz by bylo nutné jakékoli
schvaleni Centra. Za timto ucelem spole¢nost
BMS ozndmi Centru tficet (30) dnli pfedem
veSkeré aktualizace postupu komercniho
odbéru a tyto aktualizace se provedou
zpusobem stanovenym ve smlouvé o kvalité.
Spole¢nost BMS ozndmi Centru tficet (30) dn
predem veskeré aktualizace podminek a
poskytne mu aktualizovanou kopii téchto
podminek. Jakakoli takovd zména (zmény)
postupu komer¢niho odbéru nebo podminek se

under this Agreement (including all
Attachments) and those set forth in that
Statement of Work.

2.3 Statements of Work. Each
executed Statement of Work shall be
incorporated into this Agreement and the
Parties’ obligations set forth under all
Statements of Work will be subject to the
terms and conditions of this Agreement and
those set forth in that Statement of Work. To
the extent any terms in a Statement of Work
conflict with the terms in this Agreement, the
terms of this Agreement shall prevail unless
such Statement of Work expressly specifies an
intent to supersede this Agreement on a
specific matter.

2.4 Changes to this Agreement or a
Statement of Work. Unless specified
otherwise herein, amendments to this
Agreement or to any executed Statement of
Work may only be made by written mutual
agreement of the Parties. Notwithstanding the
foregoing, BMS may from time to time amend
BMS’ Adult MNC Collection Procedure
Europe, which forms part of this Agreement
and is hereby incorporated by reference (the
“Commercial Collection Procedure”), or the
Chimeric Antigen Receptor T-Cell Product
Terms and Conditions attached hereto as
Attachment C (the “Terms and Conditions”)
without amending this Agreement and, in so
far as permitted by the national law of the
country in which Center is established,
without requiring any approval from the
Center. For that purpose, BMS shall provide
Center a thirty (30) day notice of any updates
to the Commercial Collection Procedure and
such updates shall be handled as set forth in
the Quality Agreement. BMS shall provide
Center a thirty (30) day notice of any updates
to the Terms and Conditions as well as an
updated copy of the Terms and Conditions.
Any such amendment(s) to the Commercial
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bude (budou) vztahovat na nové objednavky
produktii (jak je definovano niZze) a nebude
(nebudou) se vztahovat zpétné na jakékoli
probihajici nebo minulé objednavky produkti.

3. SUBDODAVKY A KVALIFIKACE
— CENTRUM

3.1 Subdodavky. Centrum nesmi
zadat subdodavatelim Zzadné ze svych

povinnosti vyplyvajicich z této smlouvy ani
povolit tfeti stran¢, aby manipulovala s
aferéznim materialem nebo produktem nebo je
skladovala, pokud takova tfeti strana a sluzby,
které bude provadét, nejsou piedem pisemné
schvaleny spole¢nosti BMS  (,,schvaleny
subdodavatel®). V ptipad¢, Ze spole¢nost BMS
pisemn¢ schvali, aby Centrum zadalo n¢kterou
ze svych povinnosti podle této smlouvy
subdodavateli, Centrum zarucuje, ze pifevezme
plnou odpovédnost za plnéni schvaleného
subdodavatele, dodrzovani a/nebo poruSovani
vSech podminek této smlouvy a piislusného
prohldseni o pracovni cCinnosti, které se na
Centrum vztahuji, vcetné zajiSténi toho, aby
schvaleni subdodavatel¢ chranili davémné
informace (jak jsou definovany v oddile 11)
zpusobem, ktery je v souladu s povinnostmi
Centra podle podminek této smlouvy.

3.2 Kvalifikace Centra

(a) Centrum a schvaleni subdodavatelé
budou muset dokoncit vstupni  proces
spolecnosti BMS, jak jej definuje spole¢nost
BMS, ktery bude zahrnovat ziskani certifikace,
registrace nebo povoleni pfislusného orgénu k
provadéni aferézy materiali. Spole¢nost BMS
muze k provadéni aferéznich sluzeb podle této
smlouvy povétit jedno nebo vice odbérnych
mist Centra (dale jen ,,0dbérné misto®).
Odbérna mista budou uvedena v ptislusSném
prohlaseni o pracovni ¢innosti. Po uspokojivém
dokonceni vstupnich ¢innosti Centra, vcetné
schvaleni Centra spolecnosti BMS jako
vhodného poskytovatele aferéznich sluzeb, jak

Collection Procedure or Terms and Conditions
will apply prospectively to new Product
Orders (as defined below) and will not apply
retroactively to any in-process or past Product
Orders.

3. CENTER SUBCONTRACTING
AND QUALIFICATION

3.1 Subcontracting. Center may not
subcontract any of its performance obligations
under this Agreement or permit a third party to
handle or store Apheresis Materials or Product
unless such third party and the Services they
shall perform is approved in advance in
writing by BMS (an  “Approved
Subcontractor”). In the event BMS provides
approval in writing for Center to subcontract
any of its obligations hereunder, Center
warrants that it will take full liability for the
performance of the Approved Subcontractor,
the compliance and/or breach by such
Approved Subcontractor with all of the terms
of this Agreement and applicable Statement of
Work, that apply to Center, including ensuring
Approved Subcontractors protect Confidential
Information (as defined in Section 11) in a
manner consistent with Center’s obligations
under the terms of this Agreement.

3.2Center Qualification

(a) Center and Approved
Subcontractors will be required to complete
BMS’ onboarding process, as defined by BMS,
which will include the Center obtaining
certification, registration or authorization by a
competent authority for performing the
apheresis of the materials. BMS may qualify
one or more Center collection locations (each,
a “Collection Location”) to perform
Apheresis Services hereunder.  Collection
Locations will be specified in the applicable
Statement of Work. Upon Center’s
satisfactory  completion of onboarding
activities, including BMS’ approval of the
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ur¢i spole¢nost BMS podle vlastniho uvazeni ,
spoleénost BMS oznami Centru, ze je
povazovano za Kvalifikované centrum, které si
muze objednat produkt(y) od spole¢nosti BMS.

(b) Schopnost Centra udrzet si status
Kvalifikovaného centra urci spolecnost BMS
na zakladé plnéni smluvnich stran béhem doby
platnosti této smlouvy (jak je definovano nize)
a/nebo béhem bézného dozorového auditu
spolecnosti BMS, jak je uvedeno v oddile 9.2,
ktery se tyka dodrzovani (i) platnych pravnich
predpist; (i) podminek této smlouvy a
jakéhokoli platného prohlaSeni o pracovni
¢innosti; (ii1) udrzovani ptisluSnych Skoleni a
kvalifikace jeho pracovniki; a (iv) veskerych
povinnosti vyplyvajicich z povoleni k uvedeni
na trh pro dany produkt.

4. OBJEDNAVKY PRODUKTU

4.1 Objednavky produkti a jejich
piijiméni. Pro kazdy ptredpis produktu, ktery
licencovany poskytovatel zdravotni péce
Centra vyda pacientovi, provede Centrum
objednavku pfislusného produktu (dale jen
»objednavka produktu®“) v souladu s
postupem objednavani produktu uvedenym ve
smluvnich podminkach. VSechny objednavky
produktii, jejich pfijeti spole¢nosti BMS a
jakékoli nasledné zruSeni objednavky produkt
se fidi témito smluvnimi podminkami.

4.2 Strany se timto dohodly, zZe tato
smlouva vcetné vSech jejich piiloh a vykazl
prace podepsanych na jejim zakladé stanovi
smluvni podminky mezi smluvnimi stranami,
kter¢ se vztahuji na vSechny objednavky
produktt. Jakékoli podminky stanovené mezi
Stranami v objedndvce produktd, ndkupni
objednévce, prodejni objednavce, faktute nebo
jiném oznameni predlozeném jednou Stranou
druhé Strané, které se 1iSi od ustanoveni zde
uvedenych, jsou s nimi v rozporu nebo jsou k
nim pfidany, budou neplatné, bez ohledu na
dodani Produktu spolecnosti BMS a pfijeti

Center as a suitable provider of Apheresis
Services, as determined by BMS in its sole
discretion, BMS shall notify Center that it is
deemed a Qualified Center that may order
Product(s) from BMS.

(b) Center’s ability to maintain its
status as a Qualified Center shall be
determined by BMS based upon the Parties’
performance during the Term of this
Agreement (as defined below) and/or, during
BMS’ routine surveillance auditing, as set
forth in Section 9.2, of Center’s compliance
with (i) Applicable Law; (ii) the terms of this
Agreement and any applicable Statement of
Work; (iii) maintaining appropriate trainings
and qualifications of its personnel; and (iv)
with any obligations by the market
authorization for the particular Product.

4. PRODUCT ORDERS

4.1 Product Orders and Acceptance.
For each prescription of a Product a licensed
healthcare provider of Center issues a patient,
Center will place an order for the applicable
Product (each a “Product Order”) in
accordance with the Product ordering process
set forth in the Terms and Conditions. All
Product Orders, their acceptance by BMS, and
any subsequent Product Order cancellations
shall be subject to the Terms and Conditions.

4.2 The Parties hereby agree that this
Agreement including all Attachments hereto
and Statements of Work signed hereunder, sets
forth the contract terms between the Parties
that shall apply to all Product Orders. Any
terms specified between the Parties in a
Product Order, purchase order, sales order,
invoice or other notice submitted by either
Party to the other Party that are different from,
in conflict with or additional to the provisions
herein shall be null and void, regardless of
BMS’s delivery of, and Center’s acceptance
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Produktu Centrem podle jakékoli objednavky
produktu, prodejni objednavky nebo jiného
oznameni obsahujiciho takové podminky.

5. SLUZBY AFEREZY

5.1 Obecné V souvislosti s kazdou
objednavkou produktu zadanou Centrem
odebere Centrum (nebo jeho schvaleny
subdodavatel) aferézni materidl od pacienta
provedenim leukaferézy a nasledné s aferéznim
materidlem manipuluje, oznaci jej, zabali a
predda urCenému kuryrovi spole¢nosti BMS
(,,aferézni sluzby, aferetické sluzby nebo
sluzby aferézy*). Pro upiesnéni, pokud bude
sluzby aferézy provadét schvaleny
subdodavatel, vztahuji se na schvalen¢ho
subdodavatele vsechny podminky, které se v
tomto oddile vztahuji na Centrum.

52 Standardy plnéni.

(a) Pfi plnéni svych zavazkli v oblasti
aferéznich sluzeb podle této smlouvy musi
kazda strana dodrzovat (i) tuto smlouvu, véetné
smlouvy o kvalit¢ a postupu komercniho
odbéru; (il) piislusné prohldseni o pracovni
¢innosti; a (iii) veskeré platné pravni predpisy
tykajici se aferéznich sluzeb.

(b) Identifikacni fetézec a ftetézec
sledovatelnosti. V souladu s ¢lankem 15
nafizeni ATMP a platnymi vnitrostatnimi
pravnimi predpisy a specifickymi pozadavky a
pokyny spolecnosti BMS Centrum zajisti, aby
bylo mozné sledovat aferézni materidly, vcetné
vSech latek, které mohou pfijit do styku s
aferéznimi materidly, které mohou obsahovat,
od okamziku odbéru az po pfedani uréenému
kuryrovi spole¢nosti BMS a od pfijeti
vyrobeného produktu kazdého pacienta az do
okamziku infuze produktu (,,identifika¢ni
retézec”). Systémy Centra pro sledovani
identifikacniho fetézce ptipadné zajisti, aby se
vSechny odlisné kody generované Centrem,
kter¢ byly pfid€leny aferéznim materidlim,
vztahovaly k jakémukoli sledovacimu kodu

of, a Product under any Product Order, sales
order, or other notice containing such terms.

5. APHERESIS SERVICES

5.1 General. In connection with each
Product Order placed by Center, Center (or its
Approved  Subcontractor) shall collect
Apheresis Materials from the patient through
the performance of a leukapheresis procedure,
and shall then handle, label, package and
transfer the Apheresis Materials to BMS’
appointed courier (the “Apheresis Services”).
For clarity, where an Approved Subcontractor
shall perform Apheresis Services herein, all
terms and conditions that apply to Center
herein this section, shall apply to Approved
Subcontractor.

5.2 Performance Standards.

(a) In performing its Apheresis
Services obligations hereunder, each Party
shall comply with (i) this Agreement including
the Quality Agreement and Commercial
Collection Procedure; (ii) the applicable
Statement of Work; and (iii) all Applicable
Law pertaining to the Apheresis Services.

(b) Chain of Identity and Traceability.
In accordance with Article 15 of the ATMP
Regulation and the applicable national
legislation and BMS ‘specific requirements
and instructions, the Center will ensure that the
Apheresis Materials, including all substances
coming into contact with the Apheresis
Materials it may contain, can be tracked from
the time of collection to transfer to BMS’
appointed courier, and from receipt of each
patient’s manufactured Product to the time of
Product infusion (“Chain of Identity”).
Where applicable, Center’s systems to track
Chain of Identity shall ensure any Center-
generated distinct codes assigned to the
Apheresis Materials relate to any BMS
generated tracking code assigned to the
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generovanému spolecnosti BMS, ktery byl
pfidélen aferéznim materialim, aby se
usnadnilo u¢inné sledovani a identifikace
pacienta a jeho aferéznich materiala.

53 Souhlas pacienta. K provedeni
leukaferézy, ktera je vyzadovana jako soucast
aferéznich sluzeb, ziska a dolozi Centrum
autorizovany informovany souhlas pacienta
vyzadovany platnymi pravnimi piedpisy k
provedeni odbéru leukaferézy. Pfi ziskavani
takového souhlasu pacienta Centrum bud
poskytne pacientovi ozndmeni spolecnosti
BMS o ochran¢ osobnich udaji, nebo zahrne
oznameni spolecnosti BMS o ochrané osobnich
udaji do informovaného souhlasu pacienta v
souladu s dodatkem o ochran¢ osobnich udaju,
ktery je ptipojen k této smlouve jako ptiloha D.

5.4 Materialy a vybaveni.

(a) Spoleénost BMS poskytne Centru
Stitky, obaly a pfepravni materidly pro kazdy
aferézni materidl pacienta, pro kterého byl
produkt objednan, k piepravé do vyrobniho
zavodu spoleCnosti BMS. Centrum pouzije
takové oznaceni, obalovy a pfepravni material
pouze pro ucely poskytovani aferéznich sluzeb.
Centrum je odpovédné za objednévani téchto
materidlti od spolecnosti BMS a za udrzovani
dostatecného mnozstvi piepravnich a obalovych
materidlti dodanych spole¢nosti BMS, které jsou
nezbytné k provadéni sluzeb.

(b) Centrum odpovida za zajiSténi
veskerych dalSich vhodnych dodavek, materialii
a spotiebniho materialu a zatizeni pro odbér a
zpracovani bun€k potfebnych k provadéni
aferéznich  sluzeb.  Veskeré  specifické
pozadavky BMS na typy zafizeni, materiala
nebo spotfebniho materidlu, které maji byt
pouzity pii provadéni aferézy, jsou uvedeny v
postupu komer¢niho odbéru.

5.5 Baleni aferetickych materidli.
Bezprostfedné po odbéru aferéznich materiala

Apheresis Materials to facilitate effective
tracking and identification of the patient and
his/her Apheresis Materials.

53 Patient Authorization. To conduct
the leukapheresis procedure required as part of
the Apheresis Services, Center shall obtain
and document any patient authorization
required by Applicable Law to perform the
leukapheresis collection procedure. When
collecting such patient authorization, Center
shall either provide BMS’ privacy notice to the
patient or shall include BMS’ privacy notice in
the patient authorization form, in accordance
with the Data Privacy Addendum attached to
this Agreement as Attachment D.

5.4Materials and Equipment.

(a) BMS shall provide Center with
labeling, packaging and shipping materials for
each patient’s Apheresis Materials for whom a
Product has been ordered, for transport to BMS
‘manufacturing facility. Center shall use such
labeling, packaging and shipping materials
only for its performance of Apheresis
Services. Center shall be responsible for
ordering such materials from BMS and
maintaining sufficient quantities of BMS -
supplied shipping and packaging materials
necessary to perform the Apheresis Services.

(b) Center shall be responsible for
providing all other appropriate supplies,
materials and consumables, and the collection
and cellular processing equipment needed to
perform the Apheresis Services. All BMS -
specific requirements for types of equipment,
materials or consumables to be used in the
performance of the Apheresis Services shall be

specified in the Commercial Collection
Procedure.
5.5 Apheresis Materials Packaging.

Immediately following the collection of
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zabali Centrum aferézni materidly do obalii a
kontejnerti, které Centru poskytla spole¢nost
BMS, v souladu s pokyny uvedenymi v postupu
komer¢niho odbéru.  Centrum si ponecha
zabalené¢ aferézni materidly v drzeni a pod
kontrolou az do jejich prfedani urcenému
kuryrovi spolecnosti BMS, aby se zabranilo
jejich imyslnému nebo ndhodnému poskozeni
¢1 manipulaci.

5.6 Pieprava a pienos aferézniho
materidlu. Spole¢nost BMS urc¢i kuryra, ktery
vyzvedne aferézni materidly z Centra a dopravi
je do vyrobniho zdvodu spole¢nosti BMS na
vlastni ndklady. Spole¢nost BMS naplanuje Cas
vyzvednuti kuryrem na zéklad¢ casu odbéru
aferézy naplanovaného Centrem a sdéli Centru
¢as vyzvednuti prostiednictvim portalu. Riziko
ztraty aferéznich materiald prechazi na
spolecnost BMS, jakmile kuryr urceny
spolecnosti BMS pievezme aferézni materialy.

5.7 Kritické udalosti  ovliviujici
logistiku. Centrum musi oznamit BMS bud’

prostiednictvim: (i) portalu; (ii) jakychkoli
jinych systému spolecnosti BMS, jaké uvede
spolecnost BMS; nebo (iii) prostfednictvim
vyhrazené provozni linky CAR T (dale jen
»provozni linka CAR T“), pokud pfi
provadéni planované aferézy dojde ke kritické
udalosti ovliviiujici logistiku, ktera by ovlivnila
schopnost Centra odebrat aferézni material v
planovaném terminu odbéru aferézy nebo
predat aferézni material kuryrovi v planovaném
terminu vyzvednuti kuryrem (piiklady zahrnuji
mimo jiné: pacient zrusi schiizku nebo se na ni
nedostavi; odbér aferézy zacne, ale je
pfedcasné ukoncen z divodu nezadoucich
piihod pacienta; nebo Centrum neni schopno z
jakéhokoli divodu dodrzet planovany cas
vyzvednuti kuryrem).  Kritické udalosti s
dopadem na logistiku, které vyzaduji oznameni
spolecnosti BMS, jsou uvedeny v postupu
komeréniho odbéru. Strany budou v dobré vite
spolupracovat na zméné¢ harmonogramu

Apheresis Materials, Center shall package
Apheresis Materials with the packaging and
container labels provided to Center by BMS in
accordance with the instructions set forth in
the Commercial Collection Procedure. Center
shall retain possession and control over the
packaged Apheresis Materials until they are
transferred to BMS’ appointed courier to
prevent intentional or accidental damage or
tampering.

5.6 Shipment and Transfer of
Apheresis Materials. BMS will appoint a
courier to pick up Apheresis Materials from
Center and transport them to BMS’
manufacturing facility at BMS’ sole expense.
BMS shall schedule the courier’s pick-up time
based upon the apheresis collection time
scheduled by Center and communicate the
pick-up time to Center via the Portal. Risk of
loss of the Apheresis Materials shall transfer
to BMS once BMS' appointed courier takes
possession of the Apheresis Materials.

5.7 Critical Events Impacting
Logistics. Center must notify BMS via either:
(1) the Portal; (i1) any other BMS systems as
indicated by BMS; or (iii) via the dedicated
CAR T operations line (the “CAR T
Operations Line”), if a critical event
impacting logistics occurs in the performance
of a scheduled apheresis that would impact
Center’s ability to collect Apheresis Materials
on a planned apheresis collection date or
transfer Apheresis Materials to the courier at
the scheduled courier pick-up time (examples
include but are not limited to: patient cancels
or is a no-show for an apheresis appointment,
apheresis collection begins but is terminated
early due to patient adverse events, or Center
is unable to meet a planned courier pick-up
time for any reason). Critical events
impacting logistics requiring notice to BMS
shall be set forth in the Commercial Collection
Procedure. The Parties shall cooperate in good
faith to reschedule any planned Apheresis
Services or courier logistics in connection
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planovanych sluzeb aferézy nebo logistiky
kuryrt v souvislosti s objednavkou produktu v
piipadé jakychkoli kritickych udalosti, které
ovlivni logistiku.

5.8 Omezeni pouZiti. Centrum
bude shromazdovat nebo pouzivat aferézni
materidly pouze tak, jak je to nutné k provadéni
aferéznich sluzeb podle této smlouvy. Centrum
nepfeda aferézni materialy zadné treti strané
(kromé kuryra uréeného spolecnosti BMS) bez
piedchoziho pisemného souhlasu spolec¢nosti

BMS. Pro upfesnéni, ,treti strana“, jak je
popsana v tomto oddile, nezahrnuje
schvaleného subdodavatele provadéjiciho
aferézni sluzby.

59 Odména za sluzby aferézy.
Centrum nebude fakturovat spole¢nosti BMS
ani od ni neobdrzi platbu za poskytovani
aferéznich sluzeb podle této smlouvy. Strany se
proto timto dohodly, Ze spolecnost BMS
nebude odpovédna za provadeéni plateb Centru
za poskytovani sluzeb aferézy, a Centrum
prohlasuje, Zze se bude fidit platnymi pokyny
pro platce tykajicimi se jakéhokoli vyuctovani
sluzeb aferézy jakémukoli platci nebo jiné
stran€.

5.10 Ptedcasné ukoncené sluzby
aferézy nebo nedostate¢ny odbér. Pokud jsou
aferézni sluzby pro konkrétniho pacienta
ukonceny pied jejich dokoncenim nebo pokud
je odebrano nedostate¢né mnozstvi aferézniho
materidlu bez zavinéni Centra, mimo jiné z
divodu nezadoucich ptihod pacienta nebo
ztraty Zilniho pfistupu, Centrum to co nejdiive
oznami spolecnosti BMS na provozni linku
CART.

6. DODANI, PREVZETI,
SKLADOVANI A OMEZENI POUZITI
PRODUKTU.

with a Product Order in the event of any
critical events impacting logistics.

5.8 Limits on Use. Center shall
collect or use Apheresis Materials only as
required to perform the Apheresis Services
pursuant to this Agreement. Center shall not
transfer Apheresis Materials to any Third
Party (other than to BMS’ appointed courier)
without BMS' prior written approval. For
clarity, a “Third Party” as described in this
section, shall not include an Approved
Subcontractor performing the Apheresis
Services.

59 Compensation _ for  Apheresis
Services. Center will not invoice BMS or
receive payment from BMS for its
performance of Apheresis Services hereunder.
As such, the Parties hereby agree that BMS
will not be responsible for making payments
to Center for its performance of Apheresis
Services, and Center represents that it will
follow applicable payor guidance concerning
any billing for the Apheresis Services to any
payor or other party.

5.10 Apheresis Services Terminated
Early or Insufficient Collection. If the
Apheresis Services for a particular patient are
terminated before completion, or if an
insufficient quantity of Apheresis Materials is
collected due to no fault of Center, including
but not limited to, due to reasons of patient
adverse events or loss of venous access,
Center shall notify BMS as promptly as
possible by calling the CAR T Operations
Line.

6. PRODUCT DELIVERY,
RECEIPT, STORAGE AND LIMITS ON
USE.
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6.1 Odeslani produktu. Na zaklad¢
kazdé objednavky produktu bude produkt
dodan na dohodnuté misto dodani v Centru
(,,misto dodani“) na vyhradni néaklady
spolecnosti BMS. Nejblizs§i terminy dodani
uvedené spole¢nosti BMS na portalu jsou
orientacni.

6.2  Prfevod vlastnického prava a
rizika ztraty. Pokud platné pravni predpisy
nestanovi jinak, pfechazi vlastnické pravo a
riziko ztraty kazdého produktu na Centrum
okamzikem, kdy Centrum takovy produkt
obdrzi v misté dodani.

6.3 Vraceni a vyména produktii. Na
vSechny zadosti Centra o vraceni nebo vyménu
produktu se vztahuji podminky uvedené ve
smluvnich podminkach.

6.4 Skladovani produktu. Centrum
(nebo piipadné jeho schvaleny subdodavatel)
musi skladovat dodané produkty v souladu s
podminkami skladovani produktu, které jsou
vyzadovany v predepsanych informacich o
produktu a v pfirucce pro spravu produktu
poskytnuté spole¢nosti BMS.

6.5 Omezeni pouziti. Centrum
pouzije kazdy produkt, ktery obdrzelo,
vyhradné k 1écbé pacienta, pro kterého byl
takovy produkt objedndn a vyroben, a v
kazdém ptipadé¢ k Zadnému jinému ucelu, s
vyjimkou pokynil spole¢nosti BMS.

6.1 Product Shipment. For each Product
Order, Product shall be delivered to the
agreed-upon delivery location at Center (the
“Delivery Location”) at BMS' sole expense.
The earliest delivery dates indicated by BMS
in the Portal are indicative.

6.2 Transfer of Title and Risk of Loss.
Unless Applicable Laws provide otherwise,
title and risk of loss of each Product will
transfer to Center upon Center’s receipt of
such Product at its Delivery Location.

6.3 Product Returns and
Replacements. All Center requests for a
Product return or replacement shall be subject
to the terms of the Terms and Conditions.

6.4 Product Storage. Center (or, where
applicable, its Approved Subcontractor) shall
store delivered Products in accordance with
the Product’s storage conditions required per
the Product’s prescribing information and the
product administration manual provided by
BMS.

6.5 Limits on Use. Center shall use
each Product it has received solely for treating
the patient for whom such Product was
ordered and manufactured, and in each case,
for no other purpose, except as directed by
BMS.
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7. SKLADOVANI PREBYTECNEHO
ZPRACOVANEHO AFEREZNIHO

7. BMS STORAGE OF EXCESS
PROCESSED APHERESIS MATERIALS

MATERIALU A PREBYTECNEHO AND EXCESS PRODUCT
PRODUKTU - BMS

7.1 Skladovani prebyteéného 7.1 BMS Storage of Excess Processed
zpracovaného aferézniho  materialu  a Apheresis Materials or Excess Product. BMS

piebytecného produktu — BMS. Spoleénost
BMS uskladni piebytecné zpracované aferézni
materidly nebo pfipadny piebytecny produkt
(jak je definovan nize) v souladu s podminkami
stanovenymi v ptilozenych podminkach.

7.2  Upozornéni pro  pacienty.
Centrum poskytne kazdému pacientovi
pisemné ozndmeni popisujici skladovani a
nakladani s pfebyteCnymi zpracovanymi
aferéznimi materidly (pokud existuji) a
piebyteCnym produktem (pokud existuje) ze
strany spolecnosti BMS.

7.3 Omezeni pouziti. Spolecnost
BMS nebude: (i) pouzivat piebytecné
zpracované aferézni materialy k jinému ucelu
nez k vyrobé produktu; nebo (ii) pouzivat
piebyteCny produkt k jinému ucelu nez k
poskytnuti Centru k pouziti pii 1écbé pacienta,
s vyjimkou piipadi, kdy to mulze byt
pozadovano pro ucely auditu nebo
zdravotnickym organem.

8. PROHLASENI A ZARUKY

8.1 Vzéijemna prohlaseni a zaruky.
Kazda strana prohlasuje a zarucuje druhé
strané, Ze:

(a) je fadn€ organizovanou pravnickou
osobou, ktera platn¢ existuje a ma dobrou
povést podle pravnich piedpist jurisdikce, v
niz je zalozena, a mist, v nichz vykonéva svou
¢innost;

(b) neni vazana zadnym smluvnim ani
jinym zdvazkem nebo omezenim, které by bylo

shall store Excess Processed Apheresis
Materials or Excess Product, if any, (as
defined hereinafter) in accordance with the
terms set forth in the Terms and Conditions.

7.2 Patient Notice. Center shall
provide written notice to each patient
describing BMS’ storage and handling of
excess Processed Apheresis Materials (if any)
and Excess Product (if any).

7.3 Limits on Use. BMS will not: (i)
use excess Processed Apheresis Materials for
any purpose other than for manufacturing
Product; or (ii) use Excess Product for any
purpose other than to provide to Center for use
in the patient’s treatment, except as may be
required for audit purposes or by a health
authority.

8. REPRESENTATIONS AND
WARRANTIES

8.1 Mutual  Representations  and
Warranties. Each Party represents and
warrants to the other Party that:

(a) it is a duly organized legal entity,

validly existing and in good standing under the
laws of its jurisdiction of organization and
location(s) within which it practices its
business;

(b) it is under no contractual or other
obligation or restriction that is inconsistent
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v rozporu s uzavienim nebo plnénim této
smlouvy;

(©) ani ona, ani zadny feditel, vedouci
pracovnik, zameéstnanec, schvaleny
subdodavatel, nezavisly dodavatel, prokurista
nebo jiny zastupce (dale spole¢né jen
HZastupci) strany neni v soucasné dobé¢
vylou¢en nebo suspendovan jakymkoli
zdravotnickym organem z poskytovani sluzeb
spoleCnosti, ktera mé& podanou nebo
schvalenou Zadost o 1é¢ivo. Pokud se Centrum
kdykoli po uzavfeni této smlouvy dozvi, ze
jemu nebo kterémukoli z jeho zastupct bylo
zakdzano nebo pozastaveno poskytovani
sluzeb, neprodlen¢ o tom informuje spole¢nost
BMS.

(d) ma dostatecné vybaveni a zastupce k
plnéni svych pfislusnych zavazkl podle této
smlouvy a ona a jeji zastupci maji a budou mit
po dobu trvani smlouvy (jak je definovana
nize) v plném rozsahu vSechna pfislusna
schvaleni, akreditace, licence, povoleni nebo
registrace, které potiebuje k plnéni svych
ptislusnych zavazk podle této smlouvy v
zemi, kde plsobi, vcéetn¢ téch, které jsou
potiebné ke shromazdovani, oznaCovani,
manipulaci a skladovani nebo k predepisovani,
nakupu, vydeji a podavani pokrocilych
terapeutickych 1éCivych ptipravkd (ATMP).
Kazda strana dale prohlaSuje a zarucuje, Ze
bude plnit své povinnosti podle této smlouvy
zplisobem odpovidajicim profesnim
standardim obecné¢ platnym pro jeji ¢innosti.
Kazda strana co nejdiive pisemné oznami
druhé strané, pokud zjisti, ze nedodrzuje
néktera ustanoveni tohoto oddilu;

(e) zavazky stran podle této smlouvy: (i)
jsou bona fide, legitimni, pfiméfené a
nezbytné; (ii) nejsou ur€eny k pfimému nebo
nepfimému marketingu produktl; a (iii) nejsou
urceny k oslabeni nebo ovlivnéni objektivity

with its execution or performance of this
Agreement;

(©)

employee,

neither it nor any director, officer,

Approved Subcontractor,
independent contractor, agent or other
representative (collectively,
“Representatives”) of a Party is currently
excluded, debarred or suspended by any health
authority from providing services to a
company that has a pending or approved drug
application. If at any time after execution of
this Agreement, Center becomes aware that it,
or any of its Representatives, is in the process
of being debarred or suspended, Center shall
notify BMS immediately.

(d) it has sufficient facilities and
Representatives to perform its applicable
obligations under this Agreement, and it and
its Representatives have, and shall maintain in
full force during the Term (as defined below),
all applicable approvals, accreditations,
licenses, permits or registrations required by it
to perform its applicable obligations under this
Agreement within its country of operation,
including those required to collect, label,
handle, and store, or to prescribe, purchase,
dispense, and  administer = Advanced
Therapeutic Medicinal Products. Furthermore,
each Party represents and warrants it shall
perform its obligations under this Agreement
in a manner commensurate with professional
standards generally applicable to its activities.
Each Party shall provide written notice to the
other Party as soon as possible if it becomes
aware that it is not in compliance with any
provisions of this section;

(e) the Parties’ obligations hereunder:
(1) are bona fide, legitimate, reasonable, and
necessary; (i1) are not intended to serve, either
directly or indirectly, as a means of marketing
the Products; and (iii) are not intended to
diminish, or interfere with the objectivity or
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nebo odborného usudku Centra nebo

jakéhokoli zdravotnického pracovnika;

8.2 ProhlaSeni a zaruky spoleénosti

BMS

(a) Zéruka na produkt. Spolec¢nost BMS
prohlasuje a zarucuje, Zze v dobé odeslani do
Centra bude produkt spliiovat podminky
registrace udélené regula¢nim organem. Pokud
spolecnost BMS zjisti, ze nedodrzuje
ustanoveni tohoto oddilu, pokud jde o vyrobu
produktii spole¢nosti BMS, a toto nedodrZeni
muze mit dopad na kvalitu produktd, péci o
pacienty nebo bezpecnost pacientli, je povinna
o tom Centrum co nejdiive pisemné
informovat.

(b) Neni-li v tomto oddile stanoveno
jinak, jedinou odpovédnosti spole¢nosti BMS a
jedinym opravnym prosttedkem Centra v
ptipadé poruseni zaruky na produkt je vyména
vadného produktu spole¢nosti BMS v souladu
s podminkami.

9. ZAZNAMY, AUDITY,
DODRZOVANI PREDPISU A
REGULACNI ZALEZITOSTI

9.1  Zéznamy. Kazda strana vytvaii
zaznamy (elektronické a/nebo pisemné) v
souvislosti s pfisluSnym plnénim nebo
povinnostmi podle této smlouvy (,,zaznamy*)
auchovava je minimalné po dobu vyzadovanou
pfislusSnymi  pravnimi  predpisy (,,doba
uchovavani) nebo po dobu, kterou kazda
strana ur¢i k prokazani souladu s ptisluSnymi
pravnimi predpisy nebo povinnostmi podle této
smlouvy. Zaznamy se povazuji za divérné
informace (jak je definovéano v oddile 11 nize).
Strany na pfimétenou zadost zptistupni nebo
poskytnou kopie svych zdznamii druhé strané
pro ucely dodrzovani platnych pravnich
pfedpisi kazdou stranou nebo pro ucely
vytizovani zadosti regulacniho organu.

professional judgment of Center, or any
healthcare professional;

8.2 BMS Representations and
Warranties
(a) Product Warranty. BMS represents

and warrants that at the time of shipment to
Center, Product will be compliant with the
terms of its marketing authorization as granted
by the Regulatory Authority. BMS shall
provide written notice to Center as soon as
possible if it becomes aware it is not in
compliance with the provisions of this section,
with respect to the manufacturing of the
Products by BMS and such non-compliance
may impact quality of the Products, patient
care, or patient safety.

(b) Except as otherwise set forth in this
section, BMS’ sole liability and Center’s sole
remedy for breach of warranty for Product
shall be for BMS to replace defective Product
in accordance with the Terms and Conditions.

9. RECORDS, AUDITS,
COMPLIANCE AND REGULATORY
MATTERS

9.1 Records. Each Party shall
generate records (electronic and/or written), in
connection with its applicable performance or
obligations under this Agreement (the
“Records”), and shall retain Records at
minimum, for such periods required by
Applicable Law (the “Retention Period”), or
for such time as determined by each Party to
demonstrate its compliance with Applicable
Law or its obligations under this Agreement.
Records shall be considered Confidential
Information (as defined in Section 11 below).
Upon reasonable request, the Parties shall
make available, or provide copies of its
Records to the other Party for purposes of each
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9.2 Audity Centra ze strany BMS.

(a) Obecné podminky
Spole¢nost BMS (nebo jeji zastupci ¢i
zmocnénci) ma pravo po  piedchozim
divodném ozndmeni Centru pravidelné
kontrolovat Centrum, a to ve vzijemné
dohodnutych terminech v bézné pracovni dob¢,
po dobu platnosti této smlouvy (jak je
definovano v nize uvedeném oddile 12.1) a po
dobu tifi (3) let poté, aby vyhodnotila, zda
Centrum trvale plni své povinnosti spojené se
statusem kvalifikovaného centra. Centrum
nebude vyzadovat, aby spole¢nost BMS (nebo
jeji zastupci ¢i povefené osoby provadéjici
takové audity) uzavirala dal§i dohody o
mlcenlivosti nebo duveérnosti za ucelem
provedeni takové kontroly ¢i kontrol. Béhem
kazdé takové kontroly nebo na divodnou
zadost spolecnosti BMS zptistupni Centrum
spolecnosti BMS (nebo jejim zastupcim c¢i
poveéienym osobam) své zaznamy tykajici se
produktii, jejiho plnéni nebo povinnosti podle
této smlouvy. Spolecnost BMS poskytne
Centru pisemné shrnuti svych auditnich
zjisténi. Pokud spolecnost BMS béhem téchto
auditt zjisti jakékoli smluvni nedostatky nebo
nedostatky v dodrzovani piedpist, piijme
Centrum na vlastni néklady opatieni. a feSeni
piijatelné pro spolecnost BMS (toto pfijeti
nelze bezdivodné odeprit). Kazda strana nese
své vlastni néklady spojené s témito audity a
feSenim nedostatkd.

(b) Audit dohledu nad aferéznimi
sluzbami. Audit dohledu k posouzeni toho, zda
Centrum spliuje pozadavky na aferézy,
provadi spolecnost BMS, jak je stanoveno ve
smlouvé o kvalité.

kontrol.

Party’s compliance with Applicable Law or to
address requests from a Regulatory Authority.

9.2BMS audits of Center.

(a) General Audit Terms. Upon prior
reasonable notice to Center, BMS (or its
agents or designees) shall have the right to
periodically inspect Center, at mutually agreed
upon times during regular business hours,
during the Term of this Agreement (as defined
in Section 12.1 below) and for a period of three
(3) years thereafter to evaluate Center’s
ongoing compliance with its obligations to be
a Qualified Center. Center shall not require
BMS (or its agents or designees performing
such audits) to execute any additional non-
disclosure or confidentiality agreements to
conduct such inspection(s). During any such
inspection or upon BMS’ reasonable request,
Center shall make available its Records
applicable to Products, its performance, or
obligations under this Agreement to BMS (or
its agents or designees). BMS shall provide
Center a summary of its audit findings in
writing. If BMS finds any contractual or
compliance deficiencies during such audits,
Center, at its sole cost, shall take a course of
action. and resolution acceptable to BMS
(such acceptance shall not be unreasonably
withheld). Each Party shall bear its own costs
pertaining to such audits and addressing
deficiencies.

(b) Apheresis Services Surveillance
Audit. Surveillance auditing to assess
Center’s compliance with Apheresis Services
requirements shall be conducted by BMS as
set forth in the Quality Agreement.
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93
komunikace

(a) Audity
Centrum neprodlené¢ informuje spolecnost
BMS o obdrzeni ozndmeni jakéhokoli
regulacniho organu o provedeni auditu Centra
v souvislosti s produktem nebo s poskytovanim
aferéznich sluzeb podle této smlouvy. Pokud to
neni zakdzédno platnymi pravnimi predpisy
nebo regulacnim orgdnem, ma spole¢nost BMS
pravo byt  pfitomna  prostfednictvim
zameéstnancl a/nebo zastupcii pii kazdé takové
kontrole a Centrum neprodlené¢ poskytne
spole¢nosti BMS kopie veskeré korespondence
mezi Centrem a regulacnim organem tykajici
se takovych kontrol. Centrum bude odpoveédné
za napravu jakychkoli nedostatkli zjisténych
pfi jakékoli kontrole zafizeni Centra v
souvislosti s produkty, kterou provede jakykoli
regulacni organ, a to na naklady Centra.

(b) Komunikace s regula¢nimi organy.

Audity regula¢nich organt a

regulaénich organu.

9.3 Regulatory Authority Audits and
Communications

(a) Regulatory  Authority  Audits.
Center shall promptly notify BMS upon
receipt of notice by any Regulatory Authority
to conduct an audit of Center related to
Product or to its conduct of Apheresis Services
hereunder. Where not prohibited by
Applicable Law or the Regulatory Authority,
BMS shall have the right to have an employee
and/or agent present at any such inspection,
and Center shall promptly provide BMS
copies of any correspondence between Center
and the Regulatory authority related to such
audits.  Center will be responsible for
correcting any deficiencies identified in any
inspection of the Center’s facilities with
respect to the Products conducted by any
Regulatory Authority, at the cost of Center.

(b) Regulatory Authorit
Communications. Except for audits a

S vyjimkou auditi provadénych regulacnim
organem v Centru nebo na zaklad¢ povoleni
spole¢nosti BMS je spolecnost BMS vyhradné
odpovédna za (a) veskeré kontakty a
komunikaci s jakymikoliv regulaénimi organy
v zalezitostech tykajicich se produkti a (b)
dodrzovani vSech pozadavkt EU a pfislusnych
vnitrostatnich regulacnich piedpist tykajicich
se pfijimani, pfezkoumévani, vyhodnocovani a
pfipadné¢  vySetfovani  vSech  stiznosti
obdrzenych v souvislosti s produkty. Centrum
poskytne  spolecnosti  BMS  veskerou
pfiméfenou pomoc, o kterou spole¢nost BMS
pozada, pii  vySetiovani vSech stiZznosti
obdrzenych v souvislosti s produkty, pokud
tyto stiznosti mohly vzniknout v disledku
produktli poskytnutych Centru nebo aferéznich
sluzeb provadénych Centrem, nebo poskytne
spoleCnosti BMS veskeré¢ informace na
podporu jejich ptipadnych podani v reakci na
dotazy regulac¢nich organti tykajici se produktt

Regulatory Authority conducts at Center or as
allowed by BMS, BMS will be solely
responsible for (a) all contacts and
communications with any Regulatory
Authorities with respect to matters relating to
the Products, and (b) complying with all EU
and applicable national regulatory
requirements relating to the receipt, review,
evaluation, and where applicable,
investigation of all complaints received
relating to the Products. Center shall provide
all reasonable assistance requested by BMS in
the investigation of all complaints received
relating to the Products to the extent that such
complaints may have arisen from Product
provided to Center or Apheresis Services
conducted by Center or provide BMS any
information in support of its filings, if any, in
response to questions from Regulatory
Authorities, concerning the Products.
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9.4 Pozadavky na program minimalizace
rizik: Centrum vykonavéa ¢innosti a souvisejici
povinnosti, mimo jiné vcetné¢ stanoveni
povinnosti hlasit a predkladat nezddouci
piihody, které se vyskytly béhem aferézy,
prisluSnym organim v souladu s platnymi
vnitrostatnimi pravnimi ptedpisy o vigilanci. V
pfipadé, Ze Centrum obdrzi oznameni o
nezadouci piihod¢ tykajici se lécivého
pfipravku spole¢nosti Bristol-Myers Squibb,
bude o tom neprodlené informovat spolecnost
Bristol-Myers Squibb, nejdéle v§ak do jednoho
pracovniho dne nebo do tii kalendainich dni,
podle toho, ktera doba je krat§i. Kontaktni
informace naleznete na adrese
http://www.globalbmsmedinfo.com.  Strany
souhlasi s pozadavky a povinnostmi programu
minimalizace rizik popsanymi v pfiloze E této
smlouvy (,,pozadavky programu minimalizace
rizik®). Centrum poskytuje sluzby a plni své
povinnosti podle této smlouvy v souladu s
témito pozadavky programu minimalizace
rizik.

9.5 Reklamace kvality produkti.
Centrum co nejdiive, nejpozd€ji vSak do
jednoho (1) pracovniho dne, oznami
spolecnosti BMS, ze se dozvédélo o stiznosti na
kvalitu  produktu (mimo jiné¢ vcetné:
cizorodych castic, zavad na etiketé, prasklych
lahvicek, netésnych sacki, chyb v konfiguraci
pii prepravé, chybéjici dokumentace), a to
telefonicky na provozni linku CAR T. Kromé
toho se na vSechny zadosti Centra o vraceni
nebo vyménu produktu vztahuji podminky
uvedené v ptilozenych podminkach.

9.6  Dodrzovéni  ptedpisi  proti
uplatkaftstvi. Centrum prohlasuje a zarucuje, ze
bude dodrzovat vSechny platné pravni predpisy
a kodexy tykajici se boje proti uplatkarstvi a
korupci (,,protikorupéni zakony*), Centru je
zakazano nabizet nebo pfimo ¢i nepfimo platit
cokoli hodnotného vlddnimu ufednikovi nebo
jakékoli jiné osobé€, subjektu ¢i instituci, na

9.4 Risk Minimization Program
Requirements: The Center shall perform the
activities and associated obligations, including
but not limited to the determination of
reportability and submission of adverse events
occurred during apheresis to the competent
authorities, in accordance with applicable
national vigilance legislation. In the event the
Center receives notice of an adverse event
involving a Bristol-Myers Squibb medicinal
product, the Center will inform Bristol-Myers
Squibb promptly, but not to exceed the lesser
of one business day or three calendar days.
Contact information can be found at
http://www.globalbmsmedinfo.com. The
Parties agree to the risk minimization program
requirements and responsibilities as described
in Attachment E to this Agreement (“Risk
Minimization  Program  Requirements”).
Center shall perform the services and its
obligations pursuant to this Agreement in
accordance with such Risk Minimization
Program Requirements.

9.5 Product Quality Complaints. Center
shall notify BMS as soon as possible but no
later than one (1) business day of its
knowledge of a Product Quality Complaint
(including but not limited to: extrinsic
particles, label defects, cracked vials, leaking
bags, shipping configuration errors, missing
documentation) by calling the CAR T
Operations Line. In addition, requests for a
Product return or replacement shall be subject
to the terms of the Terms and Conditions.

9.6  Anti-bribery  compliance.  Center
represents and warrants that it shall comply
with all applicable laws regulations and codes
relating to anti-bribery and anti-corruption
(the “Anti-Bribery Laws. Center is
prohibited from offering or paying directly or
indirectly anything of value to a government
official or any other person, entity or
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které se vztahuji Zakony proti Uplatkaistvi, za
ucelem:

(@)
(i)

ziskani nebo udrZeni zakdzek pro
spole¢nost BMS;

neopravnéného ovlivnéni jedndni
nebo rozhodnuti, které pfinese
prospéch spolecnosti BMS;

ziskani nepatficné vyhody pro
spolecnost BMS.

(iii)

Centrum se zavazuje vést presné a prehledné
zdaznamy o transakcich a platbach. Pokud
Centrum porusi nebo ma jakykoli divod se
domnivat, Ze by mohlo porusit ustanoveni
tohoto ¢lanku, je povinno o tom neprodlené
pisemn¢ informovat BMS a spolupracovat s
BMS na prosetieni a zdokumentovani téchto
skute¢nosti.

10. OCHRANA OSOBNICH UDAJU

10.1 Pokud vyroba a poskytovani
produktu nebo sluzeb aferézy podle této
smlouvy vyZzaduje, aby nékterd ze stran
zpracovavala osobni udaje (jak  jsou
definovany v dodatku o ochrané osobnich
udaji) pro ucely plnéni této smlouvy, strany
dodrzuji podminky, kterymi se ftidi takové
operace zpracovani v souladu s podminkami
stanovenymi v dodatku o ochrané osobnich
udaju.

11. DUVERNOST INFORMACI

11.1 Duvérné informace.
,Duvérnymi informacemi se rozumi veskeré
informace v jakékoli hmotné ¢i nehmotné
podobé, které muze kterdkoli ze smluvnich
stran (,,sdélujici strana‘) nebo jejim jménem
sd€lit druhé smluvni strané (,,pFijimajici
strana“) nebo jejim zéastupctim ¢i schvalenym
subdodavatelim, a to pisemn¢, ustn¢ nebo na
zékladé pozorovani, a které nejsou vetejné,
vlastnické pravo, obchodni tajemstvi nebo
divérnou povahu pro sd€lujici stranu, bez
ohledu na to, zda byly v dob¢ sd€leni oznaceny

institution covered under the Anti-Bribery
Laws in order to:

(1) win or retain business for BMS;

(i) improperly influence an act or
decision that will benefit BMS;

(i) gain an improper advantage for
BMS.

Center undertakes to keep accurate and
transparent records to reflect transactions and
payments. Should Center breach or have any
reason to believe that it might have breached
this section, it shall inform BMS immediately,
in writing, and cooperate with BMS to
investigate and document the facts.

10. DATA PRIVACY

10.1 Where the manufacturing and the
provision of the Product or the Apheresis
Services under this Agreement require either
Party to Process Personal Data (as defined in
the Data Privacy Addendum) for the
performance of this Agreement, the Parties
shall comply with the terms governing such
processing operations in accordance with the
terms set out in the Data Privacy Addendum.

11. CONFIDENTIALITY

11.1  Confidential Information.
“Confidential Information” shall mean all
information in any form, tangible or
intangible, which may be disclosed by or on
behalf of either Party (the “Disclosing Party”)
to the other Party (the “Receiving Party”) or
its representatives or Approved
Subcontractors, in writing, orally or by
observation, which is nonpublic, proprietary, a
trade secret, or confidential in nature to the
Disclosing Party, whether or not designated as
“Confidential” at the time of the disclosure, or
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jako ,,dtivérné®, nebo informace ziskané nebo
zaznamenané pii provadeéni aferéznich sluzeb
nebo jakychkoli jinych zavazk podle této
smlouvy nebo jakéhokoli prohldSeni o pracovni
¢innosti.  Kromé¢ toho se podminky této
smlouvy povazuji za diivérné informace, pokud
to nezakazuji platné pravni predpisy tykajici se
Centra. Neoznaceni divérnych informaci jako
,»duveérné je nezbavuje duvérného zachazeni
podle této smlouvy, pokud by rozumné osoba
na zaklad¢ povahy informaci nebo okolnosti
jejich zvetejnéni dospéla k zaveéru, ze se jedna
o diavérné a proprietarni vlastnictvi jedné
strany. Pfijimajici strana nepouzije zadné
davérné informace, které obdrzela od sdélujici
strany, k jinému ucelu nez k plnéni svych
povinnosti podle této smlouvy, ani zadné
takové diveérné informace zadnym zplisobem
nezpftistupni zadné tieti strané, pokud k tomu
neni vyslovné zmocnéna druhou stranou.
Dtivérné informace budou zpiistupnény pouze
tém, ktefi je potfebuji znat v souvislosti s
poskytovanim  sluzeb aferézy nebo v
souvislosti s plnénim jakychkoli jinych
zavazki podle této smlouvy a ktefi pisemné
souhlasili s tim, ze budou vazani podminkami,
které jsou pifinejmensSim stejné¢ piisné jako
podminky uvedené v této smlouve, mimo jiné
véetné zaméstnancli a zastupcii  stran,
schvalenych subdodavatelti nebo nezavislych
dodavatelti, kteii se podileji na provadéni
sluzeb aferézy nebo jakychkoli jinych zavazka
podle této smlouvy, a musi byt chranény se
stejnou péci, jakad je obvykle vénovana
davérnym informacim v drzeni, opatrovani
nebo pod kontrolou strany, kterd diveérné
informace pfijima, avSak v zddném piipad¢ ne
s mensi nez komeréné piiméfenou mirou péce.
Povinnost ml¢enlivosti a zékazu pouziti podle
tohoto oddilu plati i po skonceni platnosti
smlouvy, dokud nejsou pfislusné¢ diaveérné
informace zndmy vetejnosti.

11.2  Vyjimky. Vyse uvedena
ustanoveni o dGvérnosti se nevztahuji na tu cast

information developed or recorded in the
conduct of performing Apheresis Services or
any other obligations under this Agreement or
any Statement of Work. In addition, unless
prohibited by Applicable Law pertaining to
Center, the terms of this Agreement shall be
considered Confidential Information. A
failure to mark Confidential Information as
“Confidential” shall not exempt it from
confidential treatment hereunder if a
reasonable person would conclude from the
nature of the information or the circumstances
of disclosure that it is the confidential and
proprietary property of a Party. The Receiving
Party shall not wuse any Confidential
Information received from the Disclosing
Party for any purpose other than for
performing its obligations under this
Agreement, nor disclose any such
Confidential Information, in any way, to any
Third Party, unless expressly authorized by the
other Party. Confidential Information shall be
disclosed only to those who have a need to
know it in connection with the performance of
Apheresis Services or any other obligations
under this Agreement and who have agreed, in
writing, to be bound by terms at least as
restrictive as those herein this Agreement,
including, without limitation, the Parties’
employees, agents, Approved Subcontractors
or independent contractors participating in the
conduct of Apheresis Services or any other
obligations under this Agreement, and shall be
safeguarded with the same care normally
afforded confidential information in the
possession, custody or control of the Party
receiving the Confidential Information, but in
no event less than a commercially reasonable
degree of care. The non-disclosure and non-
use obligations under this section shall
continue to apply upon expiry of the
Agreement for as long as the relevant
Confidential Information is not known to the
public.

11.2  Exceptions. The above provisions of
confidentiality shall not apply to that part of
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davérnych informaci, pro kterou je piijimajici
strana schopna prokdzat ptislusnymi listinnymi
diukazy:

(a)ze byla v drzeni pfijimajici strany
pied jejich obdrzenim od sd€lujici strany a pred
jejich vytvorenim podle této smlouvy;

(b)ze byla v dob¢ obdrzeni od sdélujici
strany vefejné dostupné;

(c)ze se stala soucasti vetejného
prostoru bez zavinéni pfijimajici strany, jejich
feditelti, vedoucich pracovnikil, zaméstnanct
nebo zastupci;

(d)ze byla pfijimajici stranou zakonné
ziskdna od tfeti strany, kterd nezvetejiiuje
informace jménem sd¢€lujici strany a ma pravo
na jejich dalsi zvefejnéni;

(e)ze musi byt zvefejnéna na zakladé
zéakona nebo jiného pravniho ptedpisu platného
pro pfijimajici stranu za ptedpokladu, Zze
pfijimajici strana neprodlené oznami sd¢lujici
stran€, Ze je povinna takové zveiejnéni provést,
aby sd¢lujici strana mohla pfijmout opatieni k
omezeni rozsahu zvetfejnénych divémych
informaci nebo k jiné ochran¢ davérnych
informaci, a dale za ptedpokladu, Ze piijimajici
strana omezi takové zvefejnéni diveérnych
informaci v maximalni mozZzné mife.

Bez ohledu na vysSe uvedené se divérné
informace sdélené spolecnosti BMS Centru
nepovazuji za vetejn¢ dostupné nebo v drzeni
Centra jen proto, ze jsou tyto davérné
informace obsazeny v obecnych sdélenich,
ktera jsou vetejné¢ dostupnd nebo v drzeni
Centra, nebo je na né v téchto sd€lenich
odkazovano. Kromé toho se jakakoli
kombinace divérnych informaci spolec¢nosti
BMS nepovazuje za vetfejn¢ dostupnou nebo v

the Confidential Information which the
Receiving Party is able to demonstrate by
competent documentary evidence:

(a)was in the Receiving Party’s
possession prior to receipt from the Disclosing
Party and prior to being generated under this
Agreement;

(b)was in the public domain at the time
of receipt from the Disclosing Party;

(c)became part of the public domain
through no fault of the Receiving Party, its
directors, officers, employees or agents;

(dywas lawfully received by the
Receiving Party from a third party not
disclosing the information on behalf of
Disclosing Party and having a right of further
disclosure;

(e)is required to be disclosed by law or
regulation applicable to Receiving Party,
provided that the Receiving Party gives
prompt notice to the Disclosing Party that it is
required to make such disclosure so that the
Disclosing Party can take steps to limit the
scope of the Confidential Information
disclosed or otherwise to protect the
Confidential Information and provided further
that Receiving Party limits such disclosure of
the Confidential Information to the maximum
extent practicable.

Notwithstanding the foregoing, Confidential
Information disclosed by BMS to Center shall
not be deemed to be within the public domain
or in the possession of Center merely because
such Confidential Information is included in
or referenced by general disclosures in the
public domain or in the possession of Center.
In addition, any combination of Confidential
Information of BMS shall not be considered in
the public domain or in the possession of
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drzeni Centra jen proto, Ze jeji jednotlivé prvky
jsou veiejné dostupné nebo v drzeni Centra,
pokud tato kombinace a jeji principy nejsou
vetejne dostupné nebo v drzeni Centra.

11.3  Vraceni duvérnych informaci.
Pfijimajici strana souhlasi s tim, Ze na zadost
sd€lujici strany vrati sd€lujici stran€ nebo znici
veSkeré kopie vSech davérnych informaci,
které si pfijimajici strana nebo jeji zastupci
poridili v listinné podobg¢, s vyjimkou zdznamt
Centra, avSak za pfedpokladu, Ze si pfijimajici
strana muze ponechat: (i) jednu (1) archivni
kopii divérnych informaci sdélujici strany v
jejich zabezpecenych souborech vyhradné pro
ucely kontroly dodrzovani této smlouvy a
platnych pravnich ptedpisti; a (ii) kopie
divérnych informaci sdélujici strany vytvorené
a ulozené v ramci béznych technologickych
zalohovacich procesi pfijimajici strany.

11.4  Osobni tdaje. Udaje poskytnuté
Centrem, které zahrnuji osobni udaje (jak jsou
definovany v dodatku o ochrané osobnich
udajit), se povazuji za diveérné informace podle
této smlouvy; vyjimky z daveérnosti uvedené v
oddile 11.2 se vSak nevztahuji na osobni udaje
sdilené¢ mezi stranami podle této smlouvy.
Pokud je strana povinna zvetejnit osobni udaje
za ucelem dodrzeni platnych pravnich piedpist
o ochran¢ udajii (jak jsou definovany v dodatku
0 ochran¢ osobnich daji) nebo na zadost
soudu ¢i vefejného organu, strany pouziji
vhodna technicka, administrativni a
bezpecnostni opatfeni na jejich ochranu v
souladu s podminkami dodatku o ochrané
osobnich udaji.

11.5 Propagace. Pokud neni v tomto
oddile stanoveno jinak nebo pokud to
nevyzaduji platné pravni predpisy, nesmi zadna
ze stran pouzivat jméno, loga, znacky nebo
obchodni nazvy druhé strany (nebo jejich
pfidruzenych spolecnosti), mimo jiné v
tiskovych zpravach nebo veiejnych

Center merely because individual elements
thereof are in the public domain or in the
possession of Center, unless the combination
and its principles are in the public domain or
in the possession of Center.

11.3 Return of Confidential Information.
The Receiving Party agrees that, at the
Disclosing Party’s request, it shall return to the
Disclosing Party or destroy any copies
existing in documentary form thereof made by
the Receiving Party or its representatives of all
Confidential Information, not including
Center’s Records, provided however, that the
Receiving Party may retain: (i) one (1)
archival copy of the Disclosing Party’s
Confidential Information in its secure files
solely for the purpose of monitoring
compliance under this Agreement and
Applicable Laws; and (ii) copies of the
Disclosing Party’s Confidential Information
made and stored as a part of the Receiving
Party’s routine technology backup processes.

11.4 Personal Data. Data provided by
Center which includes Personal Data (as
defined in the Data Privacy Addendum), shall
be considered Confidential Information
hereunder; however, the confidentiality
exceptions noted under Section 11.2 shall not
apply to Personal Data shared between the
Parties pursuant to this Agreement. Where a
Party is required to disclose Personal Data to
comply with Applicable Data Protection Laws
(as defined in the Data Privacy Addendum) or
with a request from a court or an authority, the
Parties shall employ appropriate technical,
administrative, and security safeguards to
protect it in accordance with the terms of the

Data Privacy Addendum.
11.5 Publicity. Except as otherwise set forth

in this section, or as otherwise required by
Applicable Law, neither Party shall use the
name, logos, marks, or trade names of the
other Party (or its Affiliates), including
without limitation, in any press release or
public announcement, or in the promotion of
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oznamenich nebo pii propagaci jakéhokoli
produktu nebo sluzby bez predchoziho
pisemného souhlasu druhé strany.

(a) Spolecnost BMS miize na svych
webovych strankdch a v dalSich informacnich
materidlech pro vetejnost, a to jak v tisténé, tak
v elektronické podobé¢, pouzivat nazev, logo,
telefonni ¢islo, misto (mista), kde se pacienti
mohou Ié¢it produktem ¢i produkty, a odkaz na
webové stranky Centra, a to vyhradné v
souvislosti s identifikaci kvalifikovanych
center pro zdravotnické pracovniky, kde se
pacienti mohou Ié¢it produktem ¢i produkty.

(b) Centrum muze pouzivat obchodni
nazev piislusného produktu nebo produkti v
casti svych webovych stranek, ktera je urena
vyhradné pro zdravotnické pracovniky, a v
dalsich informacénich materidlech v tisténé i
elektronické podobé, které jsou urceny
vyhradné pro zdravotnické pracovniky, a to
vyhradné v souvislosti se svou identifikaci jako
kvalifikovaného centra opravnéné¢ho podévat
takové produkty. Strany berou na védomi a
souhlasi s tim, Ze spole¢nost BMS nepozaduje,
nezada ani nenabada Centrum, aby jakymkoli
zpusobem diskutovalo o produktech nebo je
propagovalo, a neexistuje Zadnd povinnost ani
ocekavani, ze Centrum bude o produktech
diskutovat se zdravotnickymi pracovniky.
Centrum je vyhradné¢ odpovédné za obsah
veSkerych prohlaSeni a materidli, které se
rozhodne sdélit zdravotnickym pracovnikiim o
produktu, a za dodrzovani ptislusnych zakont
v souladu se svymi internimi zdsadami a

postupy.

11.6  Zvetejnovani informaci,
podévani zprav. Pokud to vyzaduji platné
pravni pfedpisy, maji spolecnost BMS a
Centrum pravo zvefejiiovat informace tykajici
se sluzeb aferézy a poskytovani produkta.

any Product or service without the prior
written consent of the other Party.

(a) BMS may use Center’s name, logo,
phone number, location(s) of Center, where
patients may be treated with Product(s), and a
link to Center’s website, on BMS’ website and
in its other public-facing informational
materials, both in print and electronic medium,
solely in connection with identifying to
healthcare professionals Qualified Centers
where patients may receive treatment with
Product(s).

(b) Center may use the trade name of
the applicable Product(s) on the section of its
website that is exclusively intended for
healthcare professionals and other
informational materials, both in print and
electronic medium, exclusively intended for
healthcare professionals and solely in
connection with identifying itself as a
Qualified Center authorized to administer
Product(s). The Parties acknowledge and
agree that BMS is not requiring, requesting or
encouraging Center to discuss or promote the
Products in any manner and there is no
obligation or expectation that Center will
discuss the Products with healthcare
professionals. Center will be solely
responsible for the content of any statements
and materials it chooses to communicate to
healthcare professionals about the Product and
compliance with Applicable Laws related
thereto, in accordance with its internal policies
and procedures.

11.6 Disclosure, Reporting. In so far as
required by Applicable Law, BMS and Center
each have the right to disclose information
relating to the Apheresis Services and
provision of Product(s).
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12. DOBA TRVANI A UKONCENI

12.1 Doba trvdni. Tato smlouva
nabyva uc¢innosti ke dni ucinnosti, a pokud
nebude ukoncena diive podle tohoto oddilu,
bude platit po dobu ¢tyt (4) let (,,pocatecni
doba trvani“) a bude se automaticky
obnovovat na dalsi jednoleta (1 rok) obdobi az
do maximalniho poctu péti obnoveni (kazdé z
nich dale jako ,,obnovena doba trvani“ a
spole¢né s pocatecni dobou trvani jako ,,doba
trvani®), pokud nékterd ze stran neposkytne
druhé  stran¢  pisemné  ozndmeni o
neprodlouzeni nejméné devadesat (90) dni pred
uplynutim v té dobé platné obnovené doby
trvani, pficemz plati, ze pokud néckteré z
prohlaseni o pracovni ¢innosti vyhotovenych
pied uplynutim nebo ukoncenim platnosti této
smlouvy stale trvd prfed uplynutim nebo
ukoncenim platnosti smlouvy, doba platnosti
této smlouvy se automaticky prodluzuje az do
uplynuti nebo ukonceni platnosti takového
prohlaseni o pracovni ¢innosti.

12.2 Prdva na ukonceni smlouvy.
Kterdkoli ze stran (,,strana, ktera neporusila
smlouvu®) muize, aniz jsou dotCeny jakékoli
jiné pravni prostfedky napravy, vypoveédét tuto
smlouvu nebo jakékoli prohlaseni o pracovni
¢innosti na zékladé pisemného oznameni druhé
stran¢ (,,strana, ktera porusila smlouvu®) v
pfipadé, Ze strana, kterd poruSila smlouvu,
podstatné porusi tuto smlouvu a nenapravi toto
poruseni do tficeti (30) dnti (nebo v jiné lhuté
pisemn¢é dohodnuté stranami) od pisemného
oznameni strany, kterd neporusila smlouvu, v
némz je udajné poruseni smlouvy podrobné
popsano. Vypovédni lhita ¢ini 90 dnii od
doruceni pisemného oznameni o ukonceni
smlouvy strang, ktera porusila smlouvu.

12. TERM AND TERMINATION

12.1 Term. This Agreement will become
effective as of the Effective Date, and unless
earlier terminated under this section, will
continue in effect for four (4) years (the
“Initial Term”), and will renew automatically
for successive one (1) year terms up to a
maximum of 5 renewals (each, a “Renewal
Term”, and, together with the Initial Term, the
“Term”), unless either Party provides the
other Party written notice of non-renewal at
least ninety (90) days prior to the expiration of
the then-applicable Renewal Term, provided
that if any Statements of Work executed prior
to the expiration or termination of this
Agreement are still ongoing prior to the
expiration or termination of the Agreement,
the term of this Agreement shall be
automatically extended until the expiry or
termination of such Statement of Work.

12.2 Termination Rights. Either Party (the
“Non-breaching Party”) may, without
prejudice to any other remedies available to it
at law, terminate this Agreement or any
Statement of Work, upon written notice to the
other Party (the “Breaching Party”) in the
event the Breaching Party materially breaches
this Agreement and does not cure such breach
within thirty (30) days (or other timeframe
agreed to in writing by the Parties) after
written notice thereof from the Non-breaching
Party describing with particularity the alleged
breach. The notice period is 90 days from the
delivery of the written notice of termination to
the party that breached the contract.

CZ_CAR T Ramcova smlouva o dodavkach produktt a sluzbach aferézy V1_PL_Final DUVERNE Strana 24 z 69



12.3  Ucinky ukonceni.
(a) Divérné informace a zdznamy.
Kazdd strana pfestane pouzivat daveérné

informace druhé strany s vyjimkou pouziti
uvedenych v oddilech 11.2(e) nebo 11.6.

(b) Dal§i povinnosti pii ukonceni
smlouvy. Po ukonceni této smlouvy (nebo

jakéhokoli prohlaseni o pracovni cinnosti)
podle tohoto oddilu pfestane Centrum zadavat
jakékoli objednavky produkti na zakladé
jakychkoli provedenych prohlaseni o pracovni
¢innosti.

12.4  Opravné prostiedky. Ukonceni,
vyprseni platnosti, zruSeni nebo odstoupeni od
této smlouvy jakymkoli zplsobem a z
jakéhokoli divodu nezbavuje strany zadného
zavazku, ktery vznikl pfedtim, mimo jiné
vcetné zavazku zaplatit penize, a nejsou jim
dotcena prava a opravné prostfedky kterékoli
strany v souvislosti s pfedchozim porusenim
kteréhokoli ustanoveni této smlouvy.

13. DUSEVNI VLASTNICTVI

13.1 DuSevni vlastnictvi stavajicich
znalosti. Zadné ze stran nepievadi na druhou
stranu zadna prava k vynalezim, patentovym
ptihlaskam, patentim, pfihlaSkdm ochrannych
znamek, ochrannym zndmkam, ptihlaSkam
autorskych prav, autorskym pravim nebo
datiim ¢i jakymkoli jinym vlastnickym pravim,
s vyjimkou ptipadl vyslovné uvedenych v této
smlouvé.

13.2 Vlastnictvi Centra. Centrum
vlastni své vlastni technologie, postupy, know-
how, obchodni tajemstvi a dalsi duSevni
vlastnictvi, které byly vyvinuty nezéavisle bez
vyuziti divérnych informaci nebo jiného
hmotného ¢i nehmotného majetku spole¢nosti
BMS (spolecné jen ,vlastnictvi Centra®).

12.3 Effects of Termination.

(a) Confidential  Information  and
Records. Each Party will cease to make use of
the other Party’s Confidential Information
except for those uses specified in Sections
11.2 (e)or 11.6.

(b) Other Obligations on Termination.
Upon termination of this Agreement (or any
Statement of Work) pursuant to this section,
Center shall cease placing any Product Orders
pursuant to any executed Statements of Work.

12.4 Remedies. Termination, expiration,
cancellation or abandonment of this
Agreement through any means and for any
reason will not relieve the Parties of any
obligation accruing prior thereto, including,
but not limited to, the obligation to pay money,
and will be without prejudice to the rights and
remedies of either Party with respect to the
antecedent breach of any of the provisions of
this Agreement.

13. INTELLECTUAL PROPERTY

13.1 Background Intellectual Property.
Neither Party transfers to the other Party any
rights to any inventions, patent applications,
patents, trademark applications, trademarks,
copyright applications, copyrights or data or
any other proprietary rights, except as
expressly set forth in this Agreement.

13.2  Center Property. Center possesses its
own technologies, processes, know-how, trade
secrets, and other intellectual property which
have been independently developed without
the benefit of any Confidential Information or
any other tangible or intangible property of
BMS (collectively “Center Property”). Title
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Vlastnické pravo k jakémukoli novému a
patentovatelnému objevu nebo vyndlezu a ke
vSem  souvisejicim  prd&viim  duSevniho
vlastnictvi, které byly vymysSleny, vytvofeny
nebo pievedeny do praxe vyhradné Centrem k
vlastnictvi Centra pfi poskytovani aferéznich
sluzeb  (,,vynalezy strediska“), nalezi
vyhradné¢ Centru. V rozsahu, v jakém jsou
vlastnictvi nebo vynalezy Centra pouzity pfi
poskytovani aferéznich sluzeb k vyrobé
aferéznich materidli a/nebo pro spoleCnost
BMS k vyrobé¢ produktd nebo jsou obsazeny v
aferéznich materidlech nebo produktech,
udéluje Centrum timto spolenosti BMS
nevyhradni, bezplatnou, pln¢ splacenou,
neodvolatelnou, trvalou, prevoditelnou,
sublicencovatelnou, celosvétovou licenci k
takovému vlastnictvi nebo vynaleziim Centra
pro aferézni materialy a/nebo produkty téchto
pacient; v  piipadé¢ autorskych  dél
definovanych v § 2 zakona ¢. 121/2000 Sb., o
pravu autorském, se tato licence udéluje na
dobu trvani majetkovych autorskych prav k
autorskému dilu.  Centrum prohlasuje a
zarucCuje, ze je opravneéno udelit veskera prava
duSevniho vlastnictvi, kterd jsou spolecnosti
BMS udélena v této ¢asti.

13.3 Vynélezy. Bez ohledu na vyse
uvedené v oddile 13.2, at’ uz je patentovatelné
nebo podléhd autorskym pravim, ¢i nikoli,
vlastnické pravo k jakymkoli informacim,
vynaleziim, dajim nebo objeviim, inovacim,
sdélenim nebo zpravam, které predstavuji
vylepSeni  postupu  komer¢niho  odbéru
spolecnosti BMS, které vymyslelo, uvedlo do
praxe, vytvofilo nebo vyvinulo Centrum nebo
jeho zaméstnanci a které jsou vysledkem
pouziti diveérnych informaci spolecnosti BMS
(spolecné jen ,dalSi vynalezy*), nalezi
vyhradné spolecnosti BMS. Centrum timto
prevadi veSkera prava a vlastnické pravo ke
vSem ostatnim vynalezlim na spolecnost BMS.
Centrum pisemné oznadmi spolecnosti BMS
veskeré dalsi vynalezy, které vzniknou béhem
poskytovani sluzeb aferézy, ihned poté, co se o
téchto dalSich vyndlezech dozvi, a bude

to any new and patentable discovery or
invention and all related intellectual property
rights conceived, made or reduced to practice
solely by Center to Center Property in the
performance of the Apheresis Services
(“Center Inventions”) shall vest exclusively
in Center. To the extent Center Property or
Center Inventions are used in the performance
of Apheresis Services to produce Apheresis
Materials and/or for BMS to manufacture the
Products, or are embodied in the Apheresis
Materials or Products, Center hereby grants
BMS a nonexclusive, royalty-free, fully paid-
up, irrevocable, perpetual, assignable, sub-
licensable, worldwide license to such Center
Property or Center Inventions for those
patients’ Apheresis Materials and/or Products;
in case of copyrighted works defined by Art. 2
of the Act No. 121/2000 Coll., the Act on
Copyright, this license is granted for the
duration of the proprietary author’s rights to
the copyrighted work. Center represents and
warrants it has the authority to grant all of the
intellectual property rights granted to BMS
herein this section.

13.3 Inventions.  Notwithstanding  the
foregoing in Section 13.2, whether patentable
or copyrightable or not, title to any
information, invention, data, or discovery,
innovation, communication or report that
constitutes an improvement to BMS’
Commercial Collection Procedure, conceived,
reduced to practice, made, generated or
developed by Center or its personnel that
results from the use of BMS' Confidential
Information (collectively “Other
Inventions™) shall vest exclusively in BMS.
Center hereby assigns all rights and title to all
Other Inventions to BMS. Center shall notify
BMS in writing of any Other Inventions arising
during its performance of Apheresis Services
immediately upon becoming aware of such
Other Inventions and shall assist, and cause its
employees, agents, or independent contractors
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napomocno a zajisti, aby jeho zameéstnanci,
zastupci nebo nezavisli dodavatelé piiméiené
pomahali spolecnosti BMS na jeji naklady
chranit prava duSevniho vlastnictvi spole¢nosti
BMS k dal§im vynalezim, mimo jiné vcetné
ziskani patentli a autorskych prav k nim ve
vSech zemich. Centrum prohlasuje a zarucuje,
ze je opravnéno udélit veskerd prava duSevniho

vlastnictvi, kterd jsou spolecnosti BMS
zarucena v této ¢asti.
13.4 Zadné implicitni licence. S

vyjimkou piipadi uvedenych v této smlouve se
nic z toho, co je v ni obsazeno, nepovazuje za
udéleni prav nebo licenci na zéklad¢
patentovych piihlaSek nebo patenti nebo na
jakékoli know-how, technologie, vynalezy
nebo jind prava duSevniho vlastnictvi druhé
strany.

13.5 Ptezivajici ustanoveni: Licence ud¢lend
v oddile 13.2 a prava a povinnosti stanovené v
oddile 13.3 této smlouvy zlstavaji v platnosti i
po ukonceni této smlouvy z jakéhokoli divodu.

14. ZVEREJNENI SMLOUVY V
REGISTRU SMLUV
14.1 Zakon ¢&. 340/2015 Sb. o

zvlastnich podminkach uc¢innosti nékterych
smluv, uvetejiiovani téchto smluv a o registru
smluv, ve znéni pozdgjsich predpisii (dale jen
»Zakon o registru smluv*), vyzaduje, aby byla
smlouva uvefejnéna v registru smluv. Smluvni
strany se dohodly, ze zvefejnéni této smlouvy
v registru smluv zajisti Centrum.

14.2  Centrum je povinno:

to reasonably assist BMS, at BMS’ expense, to
protect BMS ‘intellectual property rights in the
Other  Inventions, including, without
limitation, to obtain patents and copyrights
thereon in any and all countries. Center
represents and warrants it has the authority to
grant all of the intellectual property rights
granted to BMS herein this section.

134 No Implied Licenses. Except as
specified herein this Agreement, nothing
contained herein shall be deemed to grant to
either Party any rights or licenses under any
patent applications or patents or to any know-
how, technology, inventions or other
intellectual property rights of the other Party.

13.5 Surviving clauses: The license granted
in Section 13.2 and rights and obligations
stipulated in Section 13.3 of this Agreement
shall survive the termination of this
Agreement for any reason.

14. PUBLICATION OF THE
AGREEMENT IN THE REGISTER OF
CONTRACTS

14.1 Act No. 340/2015 Sb. on special
conditions for the effectiveness of some
contracts, publication of these contracts and
Register of Contracts, as amended
(“Contracts Register Act”) requires that the
Agreement be published in the Register of
Contracts. The Parties agree that Center will
ensure the publication of this Agreement in the
Register of Contracts.

14.2  Center is obliged to:
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(a) zvetejnit smlouvu v registru smluv
nejpozdéji do 30 dnil od jejiho uzavieni v
souladu s pozadavky zékona o registru
smluv;

(b) zvetejnit smlouvu v registru smluv
pouze ve formé, kterou pro tento ucel
samostatné pfipravi a poskytne BMS;

14.3  Pokud Centrum neuvetejni tuto
smlouvu v registru smluv ve lhiité stanovené v
¢lanku 14.2(a), je BMS opravnéna zvetejnit
tuto smlouvu v registru smluv sama.

14.4  Ustanoveni tohoto ¢lanku 14 se
pouziji s nezbytnymi Upravami  pro
uvefejiovani ~ jakychkoli ~ zmén  nebo
objednévek v registru smluv.

15. ODSKODNENi; ODPOVEDNOST;
POJISTENI

15.1 Povinnosti odSkodnéni

(a) Ze strany BMS. Spole¢nost BMS
bude branit, odSkodnovat a chranit Centrum
pted jakymikoliv naroky, zalobami, $kodami,
zavazky, néklady a vydaji, mimo jiné vcetné
soudnich ndkladl a pfimétenych poplatki za
pravni zastoupeni (dale jen ,ztraty®),
vzniklymi v souvislosti s jakymikoliv néroky
tretich stran (dale jen ,,narok®), které vznikly v
disledku (i) poruseni jakékoli podminky této
smlouvy ze strany spolecnosti BMS, (ii)
poskozeni pacienta v disledku nakupu,
pouzivani, spotieby nebo stazeni jakéhokoli
produktu, s vyjimkou pfipadii, kdy je takové
poskozeni zplisobeno zavinénim Centra, nebo
(ii1) naroku, ze produkt zneuziva nebo porusuje
prava duSevniho vlastnictvi tfetich stran, s
vyjimkou (v kazdém ptipad¢€) ptipadd, kdy je
Centrum povinno odSkodnit BMS.

(a) publish the Agreement in the
Register of Contracts no later than 30 days
after the conclusion of the Agreement in
accordance with the requirements of the
Contracts Register Act;

(b) publish the Agreement in the
Register of Contracts only in the form
which will be prepared for this purpose and
provided by BMS separately;

143 If Center does not publish this
Agreement in the Register of Contracts within
the time limit stipulated in Article 14.2(a)
BMS will be entitled to publish this
Agreement in the Register of Contracts itself.

14.4 The provisions of this Article 14 will
apply with the necessary modifications to
publishing any amendments or orders hereto
in the Register of Contracts.

15. INDEMNIFICATION;
LIABILITY; INSURANCE

15.1 Indemnification Obligations
(a) By BMS. BMS shall defend,

indemnify and hold Center harmless from and
against any and all claims, suits, damages,
liabilities, costs and expenses, including but
not limited to court costs and reasonable
attorneys’ fees (collectively, “Losses”),
incurred in connection with any third-party
claim (each, a “Claim”) arising out of, or
resulting from (i) a breach by BMS of any of
the terms of this Agreement, (ii) injury to a
patient resulting from the purchase, use,
consumption or recall of any Product, except
to the extent such injury is caused by a fault of
the Center, or (iii) a claim that the Product
misappropriates or infringes Third Party
intellectual property rights, except (in each
case) to the extent that Center is required to
indemnify BMS .
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(b) Ze strany Centra. Centrum bude
brénit, odskodnovat a chranit spole¢nost BMS
pred veskerymi  ztratami vzniklymi v
souvislosti s jakymkoli narokem vyplyvajicim
z (1) poruseni kterékoli z podminek této
smlouvy ze strany Centra, (ii) selhani Centra
pii udrzbé, skladovani, manipulaci nebo
podavani prislusného produktu v souladu s
informacemi o predepisovani produktu, nebo
(ii1)) zranéni nebo umrti osob zplsobené
Centrem pfi plnéni jeho povinnosti podle této
smlouvy.

15.2  Postupy pro odSkodnéni. Kazda
strana, kterd v duasledku naroku tfeti strany
pozaduje odSkodnéni podle tohoto oddilu
(,,odSkodiiovany*), oznami strané, od niz
pozaduje odskodnéni (,,odSkodiujici), ze
obdrzela oznameni o jakémkoli naroku, fizeni
nebo vySetiovani zahajeném proti
odskodnujicimu nebo odskodnovanému. Toto
oznameni musi byt (i) pisemné, (ii) doruc¢eno
odskodnujicimu do deseti (10) dnti ode dne,
kdy odskodnény obdrzi ozndmeni o takovém
naroku, fizeni nebo vySetfovani, a (iii) musi v
ném byt uvedena povaha a zdklad naroku,
fizeni nebo vySetiovani. Odskodiovany je
povinen spolupracovat pii obhajobé takového
naroku, fizeni nebo vySetfovani, piicemz
odskodnujici je povinen uhradit veskeré
pfimétené hotovostni vydaje.  OdSkodnéni
stanovené v tomto dokumentu zahrnuje ¢astky
vyplacené v ramci narovnani, avSak za
predpokladu, Ze z&dné takové narovnani
nebude uzavieno bez predchoziho pisemného
souhlasu kazdé¢ ze stran, ktery nebude
bezdlivodné odepien.

15.3  Pojisténi. Centrum se zavazuje
uzaviit a udrzovat v platnosti po celou dobu
platnosti této smlouvy [a po jejim ukonceni
nebo vyprSeni az po dobu péti (5) let poté]
takovy druh a vysi pojistného kryti, které je (i)
bud’ stanoveno platnymi pravnimi piedpisy a je
pfiméfené plnéni této smlouvy (ii) nebo v
pfipadé, Ze uroven pojisténi neni stanovena
mistnimi pravnimi ptedpisy a/nebo ptedpisy,

(b) By Center. Center shall defend,
indemnify and hold BMS harmless from and
against any and all Losses incurred in
connection with any Claim arising out of, or
resulting from (1) a breach by the Center of any
of the terms of this Agreement, (ii) Center’s
failure to maintain, store, handle or administer
the applicable Product in accordance with the
Product’s prescribing information, or (iii)
injury or death to persons caused by Center’s
performance of its obligations under this
Agreement.

15.2 Indemnification Procedures. Any
Party who, as a result of Third Party claim,
seeks indemnification pursuant to this section
(the “Indemnitee”) shall notify the Party from
whom indemnification is sought (the
“Indemnitor”) of Indemnitee’s receipt of
notice of any Claim, proceeding or
investigation initiated against Indemnitor or
Indemnitee. Such notice shall (i) be in writing,
(i) be delivered to Indemnitor within ten (10)
days of the date Indemnitee receives notice of
such claim, proceeding or investigation, and
(i11) indicate the nature and basis of the claim,
proceeding or investigation. The Indemnitee
shall cooperate in the defense of such claim,
proceeding or investigation, subject to
reimbursement by the Indemnitor for all
reasonable out-of-pocket expenses.  The
indemnification set forth herein shall include
amounts paid in settlement; provided,
however, that no such settlement shall be
entered into without the prior written consent
of each Party, which consent shall not be
unreasonably withheld.

15.3  Insurance. Center agrees to obtain and
maintain in full force and effect throughout the
Term (and following termination or expiry of
the Agreement up to five (5) years thereafter)
the type and amount of insurance coverage
either (i) determined by applicable laws and
regulations and is adequate to the performance
of the Agreement (ii) in the event the level of
insurance is not specified by local legislation
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bude Centrum udrZzovat v platnosti po dobu
trvani této smlouvy uplné a komplexni pojistné
smlouvy u renomované pojistovny, které jsou
pfiméfené vykonu ¢innosti Centra. Doba trvani
a vyse kryti se doklada potvrzenim o pojisténi,
které bude pfedlozeno na Zadost spolecnosti
BMS.
16. RUZNE

16.1 Vztah. Centrum je nezavislym
dodavatelem spole¢nosti BMS a nic z toho, co
je obsazeno v této Smlouve, nelze vykladat tak,
ze by Smluvni strany byly ve vztahu partnert,
spolecného podniku, zmocnénce a zastupce
a/nebo zaméstnavatele a zaméstnance.

16.2 Rozhodné pravo. Tato smlouva
se ¥idi a vyklada v souladu s pravem Ceské
republiky. Ceské soudy budou mit pravomoc
projednavat jakykoli spor v souvislosti s
plnénim této smlouvy.

16.3  Postoupeni. Centrum nesmi
postoupit zadnd sva prava, povinnosti nebo
zavazky podle této smlouvy bez piedchoziho
pisemného souhlasu spole¢nosti BMS, pokud
neni v této smlouve stanoveno jinak.

16.4 Oznamovani. Jakékoli
oznameni, které ma kterakoli ze Smluvnich
stran podle této Smlouvy ucinit, musi mit
pisemnou formu a musi byt zaslano kuryrem s
dodavkou do druhého dne nebo doporucenou
postou s dorucenkou a bude povazovano za
ucinéné dnem, kdy jej pfijimajici strana obdrzi.
Oznameni smluvnim strandm se podavaji
nasledovné:

Pokud jdeo  Celgene International Sarl
oznameni 1 Route de Perreux

spole¢nosti 2017 Boudry, Switzerland
BMS: Attention: WW CAR T

Commercial Operations

and/or regulations, the Center shall maintain in
force during the Term of this Agreement full
and comprehensive insurance policies with a
reputable insurer adequate to the conduct of
Center’s activities. The term and amount of
coverage shall be evidenced by certificates of
insurance to be furnished at BMS’ request.

16. MISCELLANEOUS
16.1 Relationship. Center is an independent

contractor of BMS and nothing contained in
this Agreement shall be construed to place the
Parties in the relationship of partners, joint
venture, principal and agent, and/or
employer/employee.

16.2 Governing Law. This Agreement shall
be governed by, and construed in accordance
with, the laws of the Czech Republic. Czech
courts shall have jurisdiction to hear any
dispute in connection with the performance of
this Agreement.

16.3 Assignment. Center may not assign
any of its rights, duties or obligations
hereunder without BMS’ prior written consent,
except as otherwise provided herein.

16.4 Notices. Any notice to be given by
either Party hereunder shall be in writing an
shall be made by overnight courier or certified
mail, return receipt requested, and will be
deemed given as of the date it is received by
the receiving Party. Notice shall be given to
the Parties as follows:

If to BMS: Celgene International Sarl
1 Route de Perreux

2017 Boudry, Switzerland
Attention: WW CAR T

Commercial Operations
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Bristol-Myers Squibb spol. s

r.o
Budé&jovicka 778/3
Praha 4, Ceska republika
K rukam: Business
Director Innovative Medicine

S kopii na Celgene International Sarl
adresu: 1 Route de Perreux
2017 Boudry, Switzerland
Attention: Legal Department
Pokud jde o Fakultni nemocnice Olomouc,
oznameni Zdravotnika 248/7, 779 00
Centru: Olomouc, v(vleské republika.
K rukam: Reditel FNOL
16.5  Vys§i moc. Zadné ze smluvnich

stran neni odpovédna za nesplnéni svych
povinnosti podle této smlouvy nebo jakéhokoli
prohlaseni o pracovni ¢innosti v rozsahu, v
jakém je toto nesplnéni zpisobeno okolnostmi
mimo pfiméfenou kontrolu kterékoli ze
smluvnich stran, mimo jiné vcetn¢ stavek nebo
jinych pracovnich nepokojl, epidemii, vyluk,
nepokoju, valek, teroristickych ¢ind, pozart,
povodni nebo bouii (dale jen ,udalost vyssi
moci®).

Smluvni strana, kterd uplatiiuje pravo na
omluvené¢ plnéni z didvodu vyssi moci,
neprodlen¢ pisemné ozndmi druhé smluvni
stran¢ rozsah své neschopnosti plnit zavazky a
uvede, jaka vyssi moc brani takovému plnéni.

16.6  Oddélitelnost. Pokud soud
shledd nékterou podminku nebo ustanoveni
této smlouvy nebo prohldSeni o pracovni

Unit

Bristol-Myers
spol. s r.o
Budé&jovicka 778/3
Praha 4, Czech Republic
Attention: Business Unit
Director Innovative
Medicine

Squibb

Celgene International Sarl
1 Route de Perreux

2017 Boudry, Switzerland
Attention: Legal
Department

with a copy to:

Fakultni nemocnice
Olomouc, Zdravotniku
248/7, 779 00 Olomouc
Czech Republic.
Attention: Director of
FNOL

If to Center:

16.5 Force Majeure. Neither Party shall be
liable for the failure to perform its obligations
under this Agreement or any Statement of
Work to the extent such failure to perform is
due to circumstances beyond either Party’s
reasonable control including, but not limited
to, strikes or other labor disturbances,
epidemics, lock outs, riots, wars, acts of
terrorism, fires, floods or storms (each, a
“Force Majeure Event”).

A Party claiming a right to excused
performance due to a Force Majeure Event
shall immediately notify the other Party in
writing of the extent of its inability to perform
and shall specify the Force Majeure Event that
prevents such performance.

16.6  Severability. If any term or provision of
this Agreement or a Statement of Work is

CZ_CAR T Ramcova smlouva o dodavkach produktt a sluzbach aferézy V1_PL_Final DUVERNE Strana 31 z 69



¢innosti neplatnymi, ostatni ustanoveni jsou
pfesto vymahatelné a i¢innd. Kazda podminka
nebo ustanoveni, které budou shledany
neplatnymi, nezadkonnymi nebo
nevymahatelnymi, budou upraveny tak, aby
byly v souladu s platnymi pravnimi ptedpisy,
nebo budou vyskrtnuty, pokud je nelze uvést
do souladu. Zamérem je realizovat tuto
smlouvu a jakékoli prohlaseni o pracovni

-----

16.7 Vzdani se prava. Pokud néktera
ze stran neuplatni pravo vyplyvajici z této
smlouvy, neznamena to, ze se tohoto prava
vzdavd ve vztahu k jakémukoli jinému
predchozimu nebo naslednému poruSeni
jakéhokoli ustanoveni této smlouvy.

16.8 Uplna dohoda. Tato smlouva
spolu s pfipadnymi prohlaSenimi o pracovni
¢innosti a prilohami predstavuje celé¢ a uplné
ujednani mezi stranami ohledné¢ predmétu této
smlouvy a nahrazuje veskera ptedchozi
ujednani, prohlaSeni nebo dohody, at' uz
pisemné nebo ustni, tykajici se tohoto
pfedmétu. Tato smlouva nahrazuje ustanoveni
jakékoli diiveéjsi dohody o divérnosti nebo
mlcenlivosti mezi stranami tykajici se
predmétu této smlouvy a jakakoli sd€leni
ucinéna mezi stranami na zaklad¢ takové
diivéjsi dohody o diivérnosti nebo mlcenlivosti
se povazuji za ucinénd podle této smlouvy po
dobu jeji platnosti, a proto mohou predstavovat
,»diveérné informace* ve smyslu oddilu 11 této
smlouvy.

16.9 Jazykové verze. Tato smlouva
je vyhotovena v ¢eském a anglickém jazyce. V
piipadé jakéhokoli sporu je rozhodujici ¢eska
verze.

found by a court to be invalid, the remaining
provisions shall nevertheless be enforceable
and effective. Each term or provision found to
be invalid, illegal or unenforceable will be
reformed to comply with Applicable Law or
stricken if not so conformable. The intent
being to effectuate this Agreement and any
Statement of Work to the fullest extent
possible.

16.7 Waiver. Failure of either Party to
enforce a right under this Agreement shall not
constitute a waiver of that right with respect to
any other precedent or subsequent breach of
any provision hereof.

16.8 Entire Agreement. This Agreement,
together with any Statements of Work and the
Attachments, represents the complete and
entire understanding between the Parties
regarding the subject matter herein and
supersedes all prior negotiations,
representations or agreements, either written or
oral, regarding this subject matter. This
Agreement shall supersede the provisions of
any pre-existing confidentiality or non-
disclosure agreement between the Parties
pertaining to the subject matter of this
Agreement, and any disclosures made between
the Parties pursuant to such prior
confidentiality or non-disclosure agreement
shall be deemed to have been made hereunder
during the term of this Agreement, and
therefore may constitute “Confidential
Information” within the meaning of Section 11
herein.

16.9 Language versions. This Agreement is
drawn up in English and in Czech language
versions. In case of any dispute the Czech
version shall prevail.
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Strany podepsaly tuto smlouvu
prostfednictvim svych fadné zmocnénych
zastupci k nize uvedenym datim a tato
smlouva nabyvéd uc¢innosti dnem ucinnosti
uvedenym vyse.

CELGENE INTERNATIONAL SARL

Rebda

The Parties have executed this Agreement by
their duly authorized representatives as of the
dates set forth below and this Agreement shall
be effective as of the Effective Date set forth
above.

FAKULTNI NEMOCNICE OLOMOUC
prof. MUDr. Digitalné podepsal

prof. MUDr. Roman
Roman Havlik, Ph.D.

Datum: 2025.05.30

Podepsan/a: By: Havlik, Ph-D- 10:32:59 +02'00"
Jméno: BeCky HOIman Name:
. Sr Director, WW Commercial Operations .
Pozice: Title:
Datum: 05/30/2025 Date:

Bristol-Myers Squibb spol. s r.o

A Ao — .
Podepsan/a: v

Vilem Zvonicek Name:
Jméno:

Finance Director Title:
Pozice:

05/30/2025 Date:
Datum
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PRILOHA B ATTACHMENT B

Smlouva o kvalité ¢islo: AGR-011400 Quality Agreement # AGR-011400
uzaviena mezi spole¢nostmi Celgene executed between Celgene International
International Sarl, Celgene Corporation a Sarl, Celgene Corporation and the
Centrem dne 02.02.2024 ktera je zde Center on 02.02.2024 incorporated herein
zaclenéna odkazem. by reference.
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PRILOHA C

Podminky

PODMiNK\g POUZ;Ti PRODUKTU
BMS S CHIMERICKYM ANTIGENNIM
RECEPTOREM T BUNEK

Tento dokument Podminky pouzivani
chimérickych antigennich receptorovych T-
bunék (dale jen ,,podminky*) se vztahuje na
vSechny objednavky produktt CAR T,
zruSeni objednavek produkti nebo vymény
produktt  pozadovanych na  zéklade
prohlaseni o pracovni Cinnosti uzaviené¢ho
mezi spolecnosti BMS a Centrem podle
ramcové smlouvy o dodavkach produktd
CAR T a aferéznich sluzbach. Tyto
podminky jsou nedilnou soucasti smlouvy a
vSechny zde pouZité, ale nedefinované pojmy
(s velkym pocateCnim pismenem) maji
vyznam, ktery je jim pfifazen ve Smlouvé.

Proces objednavani produktu

Pro kazdy ptedpis produktu, ktery
licencovany zdravotnicky pracovnik Centra
vydd  pacientovi, Centrum  vystavi
objednavku produktu nasledujicim
postupem: (i) naplanovani data odbéru
aferézy pacienta prostiednictvim Portalu; (ii)
poskytnuti urcitych informaci o pacientovi
spole¢nosti BMS prostfednictvim portalu, na
zaklad¢é kterych bude pro daného pacienta
vygenerovano jedine¢né identifikacni cislo
pacienta (dale jen ,identifika¢ni Ccislo
pacienta®); a (iii) poskytnuti pozadovanych
informaci o objednavce nakupu podle
pokynti  spole¢nosti BMS (dale jen
Hinformace o nakupni objednavce*) pro
pfislusny produkt prostfednictvim portalu
nebo jinym zptisobem uréenym spolecnosti

ATTACHMENT C

Terms and Conditions

BMS CHIMERIC ANTIGEN
RECEPTOR T CELL PRODUCT
TERMS AND CONDITIONS

This Chimeric Antigen Receptor T Cell
Terms and Conditions document (the
“Terms and Conditions”) applies to all of
Center’'s CAR T Product Orders, Product
Order cancellations, or Product replacements
requested under a Statement of Work entered
into between BMS and Center pursuant to the
CAR T Master Product Supply and Apheresis
Services Agreement. These Terms and
Conditions are an integral part of the
Agreement, and all capitalized terms used but
not defined herein shall have the meanings
ascribed in the Agreement.

Product Order Process

For each prescription of a Product a licensed
healthcare practitioner of Center issues to a
patient, Center will place a Product Order by:
(i) scheduling the patient’s apheresis
collection date via the Portal; (ii) providing
BMS certain patient information via the
Portal, upon which, a unique patient
Identification Number will be generated for
that individual patient (each, a “Patient
Enrollment ID”); and (iii) providing the
required purchase order information, as
instructed by BMS (the “Purchase Order
Information™), for the applicable Product
via the Portal or other means designated by
BMS, utilizing the applicable Patient
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BMS s vyuzitim piislusného identifika¢niho
Cisla pacienta. Poté, co spolecnost BMS
potvrdi, ze Centrum poskytlo informace o
nakupni objednavce, piijme spole¢nost BMS
objednavku produktu v souladu s nize
uvedenym oddilem. Spole¢nost Bristol
Myers Squibb spol. s r.0. vystavi Centru
fakturu za produkt po jeho dodani do Centra.

Pro upfesnéni, podminky tykajici se cen
produktd nejsou predmétem této smlouvy.

Prijimani objednavek produkti

Vzhledem k autologni povaze produktu nic v
tomto dokumentu ani ve Smlouvé nebrani
spole¢nosti BMS upravit nebo zruSit
jakoukoli objednavku produktu nebo jeji
¢ast, a to na zakladé vlastnitho uvazeni
spole¢nosti BMS z dlvodi, které nejsou
diskrecni, vcetné, ale nikoli vyhradné,
nasledujicich:  aferézni  materidly  pro
objednavku produktu nespliiuji pozadavky
stanovené ve smlouvé nebo spolecnost BMS
neni schopna produkt pro pacienta vyrobit.
Kromé toho mulze spole¢nost BMS zrusit
jakoukoli objednavku produktu v procesu,
pokud Centrum pét (5) pracovnich dnii pred
planovanym terminem aferézy neposkytne
informace o objednavce.

Skladovani zpracovanvch aferéznich
bunék, produktu a piebyteéného

produktu

Po obdrzeni zpracuje spolecnost BMS
aferézni materialy kazdého pacienta do
meziproduktu, aby zajistila, ze material je
vhodny pro pouziti ve vyrobé (,,zpracované
aferézni materialy”). Spolecnost BMS
uskladni dalsi zpracované aferézni materialy
(pokud jsou k dispozici) az do data jejich
expirace, pokud neexistuje zadny nadbytecny

Enrollment ID. Upon BMS’ confirmation the
Purchase Order Information has been
provided by Center for the Product Order,
BMS shall accept the Product Order in
accordance with the section below. Center
will be invoiced by Bristol Myers Squibb
spol. s r.o. for Product after the Product is
delivered to the Center.

For clarity, terms and conditions regarding
Product pricing is not covered by the
Agreement.

Acceptance of Product Orders

Due to the autologous nature of the Product,
nothing herein or in the Agreement shall
prevent BMS from modifying or cancelling
any Product Order or part thereof, at BMS’
sole discretion, for non-discretionary reasons
including, but not limited to: Apheresis
Materials for a Product Order do not meet the
requirements set forth in the Agreement or
BMS is not able to manufacture the Product
for the patient. Furthermore, BMS may cancel
any in-process Product Order if Center fails
to provide the Purchase Order Information
five (5) business days prior to the scheduled
apheresis appointment.

Storage of Processed Apheresis Cells,
Product and Excess Product

Upon receipt, BMS will process each
patient’s  Apheresis Materials to an
intermediate form to ensure the material is
suitable for wuse in manufacturing (the
“Processed Apheresis Materials”). BMS
will store extra Processed Apheresis
Materials (if available) until its expiry date if

CZ_CAR T Ramcova smlouva o dodavkach produktii a sluzbach aferézy Versl

DUVERNE

Strana 43 z 69

CZ_CAR T Master Product Supply and Apheresis Services Agreement_Versl

CONFIDENTIAL

Page 43 of 69



produkt (jak je definovan nize), ktery by byl
vysledkem vyrobniho procesu spolec¢nosti
BMS. Po uplynuti doby skladovani
spole¢nost BMS tadn¢ zlikviduje veskeré
skladované zpracované aferézni materialy na
vlastni naklady.

Pokud Centrum nemiize dodavku produktu
ptijmout, spolecnost BMS uskladni produkt
po dobu expirace oznaCené na etiketé
produktu ve svém skladovacim zafizeni nebo
ve skladovacich zafizenich svého ur¢eného
zastupce. Po uplynuti doby pouzitelnosti je
spole¢nost BMS povinna produkt tadné
zlikvidovat na vlastni naklady.

Spolecnost BMS sice nemuze zarucit vyrobu
dodate¢ného  produktu  pro  kazdou
objednavku produktu (,,prebytecny
produkt®), ale v piipadech, kdy vyrobni
proces  spolecnosti BMS  vede @k
prebytecnému produktu, spole¢nost BMS
uskladni ptebyte¢ny produkt po dobu
expirace oznacen¢ho produktu ve svém
skladovacim zafizeni nebo ve skladovacich
zafizenich  svého urCeného  zastupce.
Piebytecny produkt nebude pouzit k jinému
ucelu, nez je uvedeno ve smlouve, nebo v
souladu s konkrétnim pisemnym
informovanym souhlasem ziskanym od
pacienta. Spolec¢nost BMS je povinna fadné
zlikvidovat zbyvajici prebytecny produkt na
své naklady po uplynuti doby pouzitelnosti
produktu.

Zruseni objednavky produktu, vviména a

there is no Excess Product (as defined below)
resulting from BMS’ manufacturing process.
After the storage period, BMS shall properly
dispose of any stored Processed Apheresis
Materials at its sole expense.

If Center is unable to accept Product delivery,
BMS will store Product for the labeled
Product expiry period at its or its designated
agent’s storage facility(ies). BMS shall
properly dispose Product at its sole expense
after the Product expiry date.

While BMS cannot guarantee the
manufacture of extra Product for each
Product Order (“Excess Product”), in those
cases where BMS’ manufacturing process
results in Excess Product, BMS will store any
Excess Product for the labeled Product expiry
period at its or its designated agent’s storage
facility(ies). The Excess Product will not be
used for any purpose other than as set forth in
the Agreement, or in accordance with the
specific, written informed consent obtained
from the patient. BMS shall properly dispose
of any remaining excess Product at its sole
expense after the Product expiry date.

Product Order Cancellations, Product

vraceni produktu

Spolecnost BMS neodesle zadny produkt do
Centra, dokud  Centrum  nepotvrdi
(spolecnosti BMS) datum dodani produktu
do Centra (,,datum dodani produktu‘).

Nasledujici slova a vyrazy pouzité v téchto
podminkach maji nasledujici vyznam, at’ uz

Replacement and Product Return

BMS will not ship any Product until such
time that Center has confirmed (to BMS) the
date the product will be delivered to the
Center (“Product Delivery Date”).

As used in these Terms and Conditions, the
following words and phrases will have the
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jsou pouzity v jednotném nebo mnozném
Cisle:

e ZruSeni objednavky produktu:
Centrum pozada spole¢nost BMS
o zruSeni objednavky produktu,
kterou Centrum zadalo pro
produkt, ktery nelze pouzit k
1écbé konkrétniho pacienta, pro
kterého byl objednan, a neni
pozadovana nahrada produktu.

e Vyména produktu: Spoleénost
BMS poskytne Centru nahradni
produkt, ktery bude pouzit pro
lécbu  konkrétniho  pacienta
namisto produktu, ktery Centrum
obdrzelo diive a ktery nelze pro
1écbu pouzit.

e Vraceni produktu: Centrum
odesle ptijaty produkt zpét BMS.

ZruSeni objednavky produktu

Pokud produkt nelze pouzit k 1écbé
konkrétniho pacienta, pro kterého byl
objednan, mize Centrum kdykoli pozadat o
zruseni objednavky produktu:

e Pokud produkt nebyl do Centra
dodan, spole¢nost BMS objednavku
pro konkrétniho pacienta zrusi a
faktura nebude vystavena.

e Pokud byla na konkrétni produkt
vystavena faktura a Centrum ji dosud
nezaplatilo, spolecnost BMS fakturu
za konkrétni produkt zrusi.

e Pokud jiz byla spolecnosti BMS
uhrazena cena konkrétniho produktu,
spole¢nost BMS uhradi Centru ¢astku,
ktera ji byla za konkrétni produkt
zaplacena.

following meanings, whether used in the
singular or plural:

e Product Order Cancellation:
Center requests BMS to cancel a
Product Order placed by Center for
Product that is not able to be used to
treat the specific patient for whom it

was ordered and no Product
Replacement is requested.
e Product Replacement: BMS

provides Center with a substitute
Product to be used for the specific
patient’s treatment in place of a
Product previously received by
Center that cannot be used for
treatment.

e Product Return: Center sends
Product it has received back to BMS.

Product Order Cancellation

If Product cannot be used to treat the specific
patient for whom it was ordered, Center may
request a Product Order Cancellation at any
time:

e If the Product has not been delivered
to the Center, BMS will cancel the
order for the specific patient and no
invoice will be issued.

e If an invoice has been issued for the
specific product and the Center has
not yet paid, BMS will cancel the
invoice for the specific product.

e If payment has already been made to
BMS for the cost of the specific
product, BMS will reimburse the
Center the amount paid to BMS for
the specific product.
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Centrum nebude fakturovat pacientovi ani
jeho platci zadny produkt, za ktery Centrum
nezaplati spolecnosti BMS.

Pfred dodanim produktu mutze Centrum
pozadat o zruseni objednavky produktu bud’

na portalu, nebo telefonicky na provozni
lince CAR T, pokud z diivodu umrti pacienta
nebo zmény zdravotniho stavu pacienta,
kterou ur¢i podle vlastniho uvézeni
poskytovatel zdravotni péce pacienta, nelze
produkt pouzit k 1¢cbé konkrétniho pacienta,
pro kterého byl objednan.

Po dodani produktu mtize Centrum pozadat o
zruseni objednavky produktu, pokud produkt
nelze podat z nasledujicich divodu:

1. Umrti pacienta nebo zména
zdravotniho stavu pacienta, o které
rozhoduje vyhradné poskytovatel
zdravotni péce.

2. Po dodani do Centra se zjisti, Ze
produkt ma kvalitativni  vady,
napiiklad rozbity nebo poskozeny
primarni obal.

3. Produkt je po obdrzeni poskozen
Centrem.

4. Spolecnost BMS stahne produkt z trhu

pisemnym oznamenim zaslanym
Centru.
Chce-li pozadat o =zruSeni objednavky

produktu poté, co byl produkt dodan do
Centra, musi Centrum vyplnit a odeslat
spole¢nosti BMS formulat pro zruseni
produktu CAR T. Pokud by si Centrum pialo
nahradu produktu pro lé¢bu konkrétniho
pacienta, mélo by postupovat v souladu s nize
uvedenymi  podminkami pro nahradu
produktu a objednavku produktu by rusit
nem¢lo.

Center shall not invoice patient or their payer
for any Product for which Center does not
pay BMS.

Prior to Product delivery, Center may request
a Product Order Cancellation either in the
Portal or by calling the CAR T Operations
Line, if due to the patient death, or a change
in the patient’s health status, as determined in
the sole discretion of the patient’s health care
provider, the Product cannot be used to treat
the specific patient for which it was ordered.

After product delivery, Center may request a
Product Order Cancellation if Product cannot
be administered for the following reasons:

1. Patient death, or a change in the
patient’s health status, as determined
in the sole discretion of the patient’s
health care provider.

2. Product is discovered to have quality
defects such as a broken or damaged
primary container after delivery to
Center.

3. Product is damaged by Center after
receipt.

4. Product is recalled by BMS in a
written notice to Center.

To request Product Order Cancellation after
the Product has been delivered to the Center,
Center must complete and submit to BMS a
CAR T Product Cancellation Form. If Center
would like a Product Replacement to treat the
specific patient, Center should proceed in
accordance with the Product Replacement
terms below and the Product Order should
not be cancelled.
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Spole¢nost BMS si  vyhrazuje pravo
odmitnout zruseni faktury nebo vraceni
poplatkti za jakykoli vraceny produkt nebo
produkt zniceny Centrem pied vyplnénim
formuléte pro zruseni produktu CAR T.

Produkty nejsou zpisobilé pro zruseni
objednavky produktu — a Centrum zlstava
odpovédné za své platebni zavazky vici
spole¢nosti BMS — za nasledujicich
okolnosti:

1. Produkty poskozené Kkatastrofami,
jako je pozar, kouf, povoden, boufe,
nepokoje, valky, teroristické ciny
atd., ke kterym dojde po prevzeti
zaslaného produktu Centrem.

2. Produkty, které byly pacientovi
podany.

3. Produkty znicené nebo vracené bez
predchoziho povoleni spolecnosti
BMS.

Vyména produktu

V pfipadé, Ze nastane n€ktera z nasledujicich
situaci a je k dispozici nadbytecny produkt,
muze Centrum pozadat o vyménu produktu,
ktera bude provedena na néklady spolecnosti
BMS. Neni-li nadbyte¢ny produkt k dispozici
(nebo neni-li vhodny k nahradé/vymeéne,
napt. v pripad¢ vady kvality), vyrobi
spole¢nost BMS na zadost Centra nahradni
produkt z  dodatecné  zpracovanych
aferéznich materidli (jsou-li k dispozici)
nebo z nové odebranych aferéznich
materiald.

1. V ptipad¢, Ze se pii kontrole Centra
(at uz pfi prevzeti nebo pred
podanim) objevi vada jakosti,
naptiklad rozbity nebo poskozeny
primarni obal, je povinnosti Centra co

BMS reserves the right to deny cancellation
of an invoice or reimbursement of fees for
any Product Returns or Product destroyed by
Center prior to completion of the CAR T
Product Cancellation Form.

Products are not eligible for Product Order
Cancellation — and Center will remain
responsible for its payment obligations
towards BMS - wunder the following
circumstances:

1. Products damaged by catastrophes
such as fire, smoke, flood, storms,
riots, wars, acts of terrorism, etc., that
occur after Center has taken
possession of a shipped Product.

2. Products that have been administered
to a patient.

3. Products destroyed or returned
without prior authorization from
BMS.

Product Replacement

In the event any of the following situations
occur, if Excess Product is available, Center
may request a Product Replacement which
will occur at BMS’ expense. If Excess
Product is not available (or not appropriate
for replacement, such as in the case of a
quality defect), upon Center’s request, BMS
will manufacture a replacement Product from
extra Processed Apheresis Materials (if
available) or from newly collected Apheresis
Materials.

1. In the event there is a quality defect, such
as a broken or damaged primary
container, discovered during Center’s
inspection (whether upon receipt or prior
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nejdiive informovat spolecnost BMS
o zavadé¢ produktu.

2. Pokud je produkt poskozen Centrem

e Poskozeni produktu Centrem
muize mimo jiné zahrnovat:
i. Nespravné skladovani
ii. Fyzické poskozeni
produktu (naptiklad
poskozeni pti padu).
iii. Nespravna piiprava
produktu k podani

3. Pokud je produkt poskozen pied
potvrzenym pfijetim

e Poskozeni produktu pred
dodénim mtize mimo jiné

zahrnovat:
i. Nespravny dodany
produkt

il. Ztratu pfi preprave

iii.  Viditelné fyzické
poskozeni obalu
produktu, naptiklad
prasklé lahvicky nebo
netésnici sacky

iv. Mechanickou poruchu
prepravce produktu,
ktera zpusobila
poskozeni produktu

Chce-li Centrum pozddat o vymeénu
produktu, musi zavolat na provozni linku
CAR T a vyplnit a odeslat spole¢nosti BMS
formulaf zadosti o vyménu produktu.

Centrum bude odpovédné za naklady pouze
na jeden (1) produkt bez ohledu na to, zda je
nahradni produkt Jiz vyrobenym
nadbyte¢nym produktem nebo bude vyroben
z dodatecné zpracovanych aferéznich

to administration), it is the Center’s
responsibility to notify BMS as soon as
practicable of any defects of the Product’s
defect.

2. If Product is damaged by Center

e Damage of Product by Center

may include but is not limited to:

i. Improper storage

ii. Product physically damaged
(example, damage from
dropping)

iii. Improper preparation of
Product for administration

3. If Product is damaged prior to
confirmed receipt

e Damage of Product prior to
delivery may include but is not

limited to:
i. Incorrect Product
delivered

ii. Lost in transit

iii. Visible physical damage to
Product container such as
cracked vials or leaking
bags

iv. Product shipper
mechanical failure causing
damage to Product

To request a Product Replacement, Center
must call the CAR T Operations Line and
complete and submit to BMS the Product
Replacement Request Form.

Center will be responsible for the cost of only
one (1) Product, irrespective of whether the
Product Replacement is already
manufactured Excess Product or will be
manufactured  from  extra  Processed
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materialli nebo z nové odebranych aferéznich
materidld. Centrum nebude fakturovat
pacientovi ani jeho platci zadny produkt, za
ktery Centrum nezaplati spole¢nosti BMS.

Spolecnost BMS sdéli Centru veskeré zasady
a/nebo dalsi pokyny k provadéni téchto
podminek.

Vraceni nebo zniceni produktu

V zavislosti na okolnostech a divodu
vymény produktu nebo zruseni objednavky
produktu muZze spoleCnost BMS zajistit
vraceni produktu, a to na vlastni naklady.
Spolecnost BMS tadné zlikviduje vSechny
vracené produkty, které nebudou pouzity k
jinému  zdkonnému  ucelu  (priklady:
vySetfovani zavad kvality nebo stazeni z
trhu). Spolecnost BMS je povinna tadné
zlikvidovat  vSechny zbyvajici vracené
produkty po ukonceni vSech dalSich
zakonnych zptisobi pouziti téchto vracenych
produktt a zdokumentovat souvisejici
postupy.

V pftipadech, kdy Centrum nebude podavat
ptijaty produkt pacientovi, pro kterého byl
objednan, muze spolecnost BMS povérit
Centrum, aby produkt fadn¢€ zlikvidovalo v
souladu s protokoly a/nebo postupy Centra a
zdokumentovalo tyto pfislusné postupy.
Kopie souvisejici dokumentace se poskytne
spole¢nosti BMS. Likvidace jakéhokoli
produktu Centrem bude provedena na jeho
vlastni naklady. Centrum nesmi pouzivat,
vydavat ani podavat pacientovi zddnou cast
produkt, pro kterou Centrum pozadalo o
vraceni nebo vyménu produktu, nebo kterou
spole¢nost BMS povolila Centru zlikvidovat,
pokud Zzadost o vrdceni nebo vyménu
produktu nebyla pisemné stazena a
spole¢nost BMS s timto stazenim pisemné¢
souhlasila.

Apheresis Materials or from newly collected
Apheresis Materials. Center shall not invoice
patient or their payer for any Product for
which Center does not pay BMS.

BMS shall communicate to Center any
policies  and/or  additional  guidance
implementing these Terms and Conditions.

Product Return or Destruction

Depending upon the -circumstances and
reason for Product Replacement or Product
Order Cancellation, BMS may arrange for a
Product Return, at BMS’ sole expense. BMS
will properly dispose of any returned Product
not being used for some other lawful purpose
(examples: quality defect or recall
investigation). BMS shall properly dispose of
any remaining returned Product after
completion of any other lawful uses of such
returned Product and document related
procedures.

In cases where Center will not administer
received Product to the patient for which it
was ordered, BMS may authorize Center to
properly dispose of the Product in accordance
with Center’s protocols and/or procedures
and document the related procedures. A copy
of the related documentation shall be
provided to BMS. Center’s disposal of any
Product shall be at Center’s sole expense.
Center may not use, or dispense or administer
to a patient, any portion of Product for which
Center has requested a Product Return or
Product Replacement, or that BMS has
authorized Center to dispose of, unless the
Product Return or Product Replacement
request has been withdrawn in writing and

CZ_CAR T Ramcova smlouva o dodavkach produktii a sluzbach aferézy Versl

DUVERNE

Strana 49 z 69

CZ_CAR T Master Product Supply and Apheresis Services Agreement_Versl

CONFIDENTIAL

Page 49 of 69



BMS has agreed in writing to such
withdrawal.
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PRILOHA D

DODATEK O OCHRANE OSOBNICH
UDAJU

DEFINICE

Pro tcely tohoto Dodatku o ochrané osobnich
udajii (,,dodatek®) maji pojmy ,spravce®,
,»osobni udaje®, ,,poruseni ochrany osobnich
udaju“, ,zpracovani“ a ,subjekt udaji“
vyznam, ktery je jim piifazen v Obecném
nafizeni EU o ochran¢ osobnich udaja
(GDPR) (2016/679), zakonech o ochrané
osobnich udaji, pozadavcich na ochranu
vetejného zdravi a regulacnich pozadavcich a
jakychkoli  dalsich platnych  pravnich
predpisech, které se mohou vztahovat na
smluvni strany v riznych ¢lenskych statech
EU, vcetné zemi, kde by se GDPR uplatnilo,
jako naptiklad v Evropském hospodarském
prostoru, ve vztahu k této smlouvé (,,platné
pravni predpisy o ochrané osobnich
udaju‘).

,»Osobni udaje spolecnosti BMS“ jsou
osobni udaje, které se tykaji zaméstnanct,
dodavatelt, smluvnich ~ partneri  a
konzultanti  spolecnosti  BMS,  vcetné
pridruzenych spole¢nosti.

»Osobnimi 1udaji Centra“ se rozumi
jakékoli osobni tudaje, které¢ se tykaji
zaméstnancd, dodavatelu, smluvnich
partneri a konzultanti Centra.

,»Osobnimi udaji souvisejici se sluzbou
aferézy“ se rozumi veskeré osobni tdaje,
které jsou vysledkem poskytovani sluzeb
aferézy.

»,Osobnimi  adaji  souvisejicimi s
objednavkou produktu“ se rozumi udaje,
které mohou zahrovat osobni tidaje tykajici
se vyroby, komercializace a dodani produktu
do Centra, které spolecnost BMS vytvari,
shromazd’uje, pfijima, zpracovava nebo k

ATTACHMENT D

DATA PRIVACY ADDENDUM

Definitions

For purposes of this Data Privacy Addendum
(“Addendum™), “Controller”, “Personal
Data”, “Personal Data Breach", “Processing”
and “Data Subject” shall have the meanings
ascribed to them in the EU General Data
Protection Regulation (GDPR) (2016/679),
data protection laws, public health and
regulatory requirements and any other
applicable law that may apply to the Parties
in the different EU member States, including
countries where the GDPR would apply, such
as in the European Economic Area, in
relation to this Agreement (“Applicable
Data Protection Laws™).

“BMS Personal Data” means Personal Data
that relates to BMS’ employees, suppliers,
contractors, consultants, including its
Affiliates.

“Center Personal Data” means any Personal
Data that relates to Center’s employees,
suppliers, contractors, consultants.

“Apheresis Services Personal Data” means
any Personal Data which are the results of the
performance of the Apheresis Services.

“Product Order related Personal Data”
means data that may include Personal Data
relating to the manufacturing,
commercializing and the delivery of the
Product to Center, which BMS creates,
collects, receives, Processes or accesses as
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nim ma piistup jako drzitel rozhodnuti o
registraci nebo budouci drzitel rozhodnuti o
registraci, coz mize zahrnovat osobni udaje
souvisejici se sluzbou aferézy.

,»Osobnimi udaji pacienti a Centra“ se
rozumi veskeré osobni udaje tykajici se
pacientii nebo zaméstnancii, dodavateld,
smluvnich partnertt a konzultanti Centra,
které Centrum obdrZelo v souvislosti s touto
smlouvou.

,»Oblasti rovnocenné ochrany“ se rozumi
prostor, ktery zahrnuje a) zem¢ Evropské
unie, vcetn¢ Islandu, LichtenStejnska a
Norska, a b) zemé¢, které Evropska komise
muze Cas od ¢asu uznat za zem¢ zajist'ujici
odpovidajici iroven ochrany podle ¢lanku 45
GDPR, coz zahruje Svycarsko.

SStandardnimi smluvnimi dolozkami EU
mezi spravei“ (,vzorové dolozky®) se
rozumi standardni smluvni dolozky o
ochran¢ udaji mezi dvéma nezavislymi
spravei udaji pro ucely preshrani¢niho
predavani udaju, které cas od Casu schvaluje
Evropska komise nebo dozorovy urad v
souladu s ¢l. 46 pism. c) a d) nafizeni GDPR.

,Dozorovym uiadem™ se rozumi organ
definovany v ¢l.4 odst.21 GDPR, jakoz i
jakykoli jiny zdkonodarny, vykonny, spravni
nebo regulacni subjekt, soudni organ nebo
jina veftejna agentura ¢i organ jakékoli zemé,
statu, uzemi nebo politického ttvaru zemé,
statu nebo Uzemi, nebo osoba ¢i subjekt
jednajici na zakladé wudé€leni dozorové
pravomoci od takové vetejné agentury nebo
organu nebo na zékladé¢ smlouvy s nimi,
ktery je ze zdkona opravnén prosazovat prava
jednotlivelt v souvislosti s osobnimi udaji
nebo dohlizet ¢i monitorovat dodrzovani
zakond, pravidel, pfedpisi nebo jinych
platnych pfedpisi o ochran¢ soukromi,
ochrané tdaj nebo bezpecnosti udaji.

marketing authorization holder, or future
marketing authorization holder, which may
include Apheresis Services Personal Data.

“Patients and Center Personal Data”
means any Personal Data that relates to
patients or Center’s employees, suppliers,
contractors, consultants, received by the
Center in the context of the Agreement.

“Equivalent Protection Area” means the
area that comprises (a) countries within the
European  Union, including Iceland,
Liechtenstein and Norway, and (b) countries
that the European Commission may from
time to time recognize as ensuring an
adequate level of protection as provided for
in article 45 of the GDPR, which includes
Switzerland.

“EU Controller to controller standard
contractual clauses” (“Model clauses”)
means standard data protection contractual
clauses between two independent data
Controllers for the purpose of cross-border
data transfer as approved by the European
Commission from time to time, or a
supervisory authority in accordance with
article 46 (c) and (d) of the GDPR.

“Supervisory  Authority” means an
authority as defined in Article 4(21) of the
GDPR as well as any other legislative,
executive, administrative, or regulatory
entity, judicial body, or other public agency
or authority of any country, state, territory, or
political subdivision of a country, state, or
territory, or a person or entity acting under a
grant of Supervisory Authority from or under
contract with such public agency or authority,
that is authorized by law to enforce individual
rights with respect to Personal Data, or to
oversee or monitor compliance with privacy,
data protection, or data security laws, rules,
regulations, or other Applicable.
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1. PREDMET A SPRAVA

1.1 Tento dodatek o ochran¢ osobnich 1.1
udaji stanovi zasady, pravidla a
povinnosti, které se vztahuji na strany
pfi zpracovani osobnich udaji podle
této smlouvy.

1.2 Strany dodrzuji: (a) své pfislusné 1.2
povinnosti podle tohoto dodatku o
ochrané¢ osobnich udaji, (b) vsechny
platné zakony o ochran¢ osobnich
udajii a (c) veskeré platné regulacni
pozadavky.

1.3 'V piipad¢ jakéhokoli rozporu mezi 1.3
timto dodatkem a jakymkoli jinym
ustanovenim smlouvy tykajicim se
zpracovani  osobnich udaji  maji
prednost podminky tohoto dodatku o
ochrané osobnich udajt. Tento dodatek
0 ochran¢ osobnich udaji je soucasti
této smlouvy a je do ni zaclenén
odkazem. Povinnosti obsazené v tomto
dodatku =zistavaji v platnosti i po
skonceni platnosti nebo ukonceni
smlouvy.

2. ROLE A ODPOVEDNOSTI
STRAN

2.1 Kazd4d strana bude jednat jako 2.1
nezavisly spravce, jak je uvedeno
v tomto oddile 2.

1. SUBJECT MATTER AND
GOVERNANCE

This Data Privacy Addendum sets out
the principles, rules and obligations that
apply to the Parties for the Processing of
Personal Data under this Agreement.

The Parties shall comply with: (a) their
respective obligations under this Data
Privacy Addendum, (b) all Applicable
Data Protection Laws; and (c) any
applicable regulatory requirements.

In the event of any inconsistence
between this Addendum and any other
provision of the Agreement with respect
to Processing of Personal Data, the
terms of this Data Privacy Addendum
shall prevail. This Data Privacy
Addendum is part of this Agreement and
incorporated therein by reference. The
obligations contained in this Addendum
will  survive the expiration or
termination of the Agreement.

2. ROLES AND
RESPONSIBILITIES OF THE
PARTIES

Each Party will act as independent
Controller as set out in this 2.

Zpracovatelské operace BMS BMS Processing operations

2.2 Spole¢nost BMS plisobi jako spravce: 2.2
(a) osobnich 1udaji Centra a (b)
osobnich udaji  souvisejicich s
objednavkou produktu.

2.3 Centrum bere na védomi a souhlasi s 2.3
tim, ze urCit¢ osobni udaje
zaméstnancii Centra (,,osobni udaje
Centra®) mohou byt zpfistupnény,

BMS shall act as Controller of: (a)
Center Personal Data; and (b) Product
Order related Personal Data.

Center acknowledges and agrees that
certain Personal Data of Center’s
personnel (Center Personal Data) may
be disclosed, transferred to, or stored by
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24

predany nebo uloZeny spole¢nosti
BMS, spole¢nostmi jeji skupiny nebo
tfetimi stranami v rozsahu, ktery je
pfiméfené nezbytny nebo povoleny
podle platnych zakoni o ochrang tidaju.

Pokud spole¢nost BMS v souvislosti s
touto smlouvou zpracovava osobni
udaje Centra, ¢ini tak v souladu se
svym oznamenim o ochran¢ osobnich
udaju, které je k dispozici na adrese:
https://www.bms.com/CZ/privacy-
policy.html (v aktualnim znéni).

Zpracovatelské operace Centra

2.5

2.6

1.

Centrum puisobi jako spravce operaci
zpracovani tykajicich se: (a) sluzby
aferézy, jak je uvedeno v této smlouve,
vcetné osobnich udajii souvisejicich se
sluzbou aferézy; (b) osobnich udaji
pacientii a Centra a (c) osobnich udaju
spole¢nosti  BMS, kter¢ zahrnuji
kontaktni tdaje pracovnikil spolecnosti
BMS.

Pokud Centrum zpracovava osobni
udaje BMS, ¢ini tak v souladu se svym
oznamenim o ochran¢ osobnich udaju.
Centrum bude zpracovavat osobni
udaje pouze pro ucely leukaferéznich
procedur, 1éCby pacientii produktem a
plnéni této smlouvy, jak je uvedeno v
dopliku 1 této ptilohy D.

3. POZADAVKY NA
OCHRANU UDAJU

Informacni povinnosti: Kazda strana je
odpovédna za poskytnuti piislusnych
informaci o zpracovani osobnich udaji
druhé strané. Centrum poskytne své
oznameni o ochran¢ osobnich udaja
pfimo pacientim, vcetné¢ informaci

BMS, its group companies, or third
parties to the extent reasonably
necessary or permitted under Applicable
Data Protection Laws.

2.4 Where, in relation to this Agreement,

BMS Processes Center Personal Data, it
shall do so in accordance with its privacy
notice available at:
https://www.bms.com/CZ/privacy-
policy.html (as amended from time to
time).

Center Processing operations

2.5

2.6

1.

Center shall act as Controller for the
Processing operations relating to: (a) the
Apheresis Services as set out in this
Agreement including Apbheresis
Services Personal Data; (b) Patients and
Center Personal Data and (c) BMS
Personal data, which includes contact
details of BMS’ personnel.

Where Center Processes BMS Personal
Data, it shall do so in accordance with its
privacy notice. The Center shall only
Process Personal Data for the purpose of
the leukapheresis procedures, the
treatment of the patients with the
Product and the performance of this
Agreement, as set out in Schedule 1 to
this Attachment D.

3. DATA PROTECTION
REQUIREMENTS
Information Duties: Each party is

responsible for providing the other Party
with the appropriate information on the
Processing of Personal Data. Center shall
provide its privacy notice directly to the
patients, including information provided
by BMS on its Processing activities.
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3.1

3.2

3.3

34

poskytnutych  spole¢nosti BMS o

¢innostech zpracovani.

Prava subjekti udaji: Kazda strana 3.1Data Subjects

je nadale odpovédna =za to, zZe
subjektiim udaji umozni uplatnit jejich
prava.

Technickd a organiza¢ni opatieni:
Kazda strana zavede vhodna technicka
a organizacni opatieni, aby zajistila
urovein  bezpecCnosti  odpovidajici
rizikim, ktera vznikaji pfi operacich
zpracovani \% ramci jejich
odpovédnosti.

Pomoc a spoluprace: Kazda strana
poskytne druhé strané¢ priméfenou
pomoc a bude s ni spolupracovat v
pfiméfeném rozsahu, aby vyhovéla
zadostem nebo stiznostem obdrzenym
od subjektd udaji nebo dozorovych
uradu (,,zadosti*). Pokud néktera strana
obdrzela Zadost, pisemné a bez
zbytecného odkladu informuje druhou
stranu o té€chto zadostech, které mohou
zahrnovat Setfeni, monitorovaci
¢innosti a podobna opatfeni provadéna
dozorovym ufadem v souvislosti s
operacemi zpracovani podle této
smlouvy. Pfijimajici strana oznami
druhé strané jakékoli skutecné nebo
potencialni  chyby, nesrovnalosti,
opomenuti nebo podezieni na poruseni
ustanoveni tykajicich se ochrany
osobnich daji v ramci tohoto dodatku
0 ochran¢ osobnich tdajt.

Incidenty a poruSeni zabezpeceni
osobnich udaji. V ptipad¢, ze dojde k
incidentu nebo poruseni zabezpeceni
osobnich udaju, které se tyka osobnich
udajti druhé strany (dale jen ,,udalost™)
v souvislosti s touto smlouvou, strana,
ktera udalosti utrp&la jmu, to pisemné
oznami druhé strané¢ bez zbytecného
odkladu poté, co se o takové udalosti
dozvédela, aby strany mohly posoudit

3.2 Technical

Rights: Each Party
remains responsible for enabling Data
Subjects to exercise their rights.

and Organizational
Measures: Each Party will implement
appropriate technical and organizational
measures to ensure a level of security
appropriate to the risks incurred by the
Processing  operations under their
respective responsibilities.

3.3 Assistance and Cooperation: Each Party

will provide reasonable assistance and
shall cooperate with the other Party to the
extent reasonably appropriate to comply
with requests or complaints received from
Data Subjects or Supervisory Authorities
(“Requests”). Where a Party received a
Request, it shall notify the other Party in
writing without undue delay of such
Requests, which may include enquiries,
monitoring  activities and  similar
measures undertaken by a Supervisory
Authority regarding the Processing
operations  applicable  under this
Agreement. The receiving Party shall
notify the other Party of any actual or
potential errors, irregularities, omissions
or suspected infringements of provisions
relating to the protection of Personal Data
under the scope of this Data Privacy
Addendum.

3.41Incidents and Personal Data Breach. In

the event a Party suffers an incident or a
Personal Data Breach which involves
Personal Data of the other Party (“Event”)
in the context of this Agreement, the Party
suffering the Event shall notify the other
Party in writing without undue delay after
becoming aware of such Event in order
for the Parties to assess the risk associated
to it. The Parties shall provide reasonable

CZ_CAR T Ramcova smlouva o dodavkach produktii a sluzbach aferézy Versl

DUVERNE Strana 55 z 69
CZ_CAR T Master Product Supply and Apheresis Services Agreement_Versl
CONFIDENTIAL Page 55 of 69



3.5

3.6

3.7

riziko s ni spojené. Strany si vzajemné
poskytnou pfiméfenou spolupraci a
pomoc pfi zmiriiovani rizik spojenych
s udalosti, v€etné vymeény informaci.

Pozadavky na dokumentaci: Kazda
ze stran zpracovavajicich osobni udaje
je odpovédna za splnéni pozadavkd,
které spadaji do jeji odpovednosti jako
spravce a jejichZ podrobnosti jsou
uvedeny v doplinku 1. Pokud to
povoluji nebo vyzaduji platné pravni
predpisy o ochran¢ udaji, muze
kterakoli strana na zadost druhé strany
pozadovat, aby druhé strana ptedlozila
dikaz o dodrzovani tohoto dodatku a
platnych pravnich ptedpisti o ochrané
udaja.

Pieshrani¢ni prenos dat: Centrum
bere na védomi a souhlasi s tim, Ze
spole¢nost BMS muze v ramci této

smlouvy  pfredavat, pouzivat a
uchovavat  osobni  udaje  svym
pridruzenym spole¢nostem a

subdodavatelim v jiné¢ zemi, nez je
zem¢, ve které byly osobni udaje
poprvé shromazdény, coz zahrnuje
Evropsky hospodaisky prostor,
Spojené kralovstvi, Svycarsko, Indii a
Spojené staty americké. Spolecnost
BMS tak ucini pouze v souladu s
platnymi zakony o ochran¢ osobnich
udaja.

Pokud spolec¢nost BMS pfistoupi k
jakémukoli takovému ptfedani osobnich
udaji Centra pro jakéhokoli pfijemce,
ktery se nachdzi mimo oblast
rovnocenné ochrany, spole¢nost BMS
potvrzuje, ze:

cooperation and assistance to each other
to mitigate any risks associated to the
Event, including exchanging information.

3.5Documentation Requirements: FEither

Party Processing Personal Data is
responsible for fulfilling the requirements
falling wunder its responsibility as
Controller, the details of which are set out
in Schedule 1. Where permitted or
required by Applicable Data Protection
Law, either Party may, upon request of the
other Party, require the other Party to
provide evidence of compliance with this

Addendum and  Applicable Data
Protection Law.
3.6Cross-border data transfer: Center

acknowledges and agrees that BMS may
transfer, use and store Personal Data as
part of this Agreement to its Affiliates and
sub-contractors in a country other than the
country in which the Personal Data was
first collected, which includes the
European Economic Area, the United
Kingdom, Switzerland, India and the
United States of America. BMS will only
do so in accordance with applicable data
protection laws.

3.7Where BMS proceeds to any such transfer

of Center Personal Data, for any recipient
located outside the Equivalent Protection
Area, BMS confirms that it has:
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4.1

4.2

43

(a) zavedla  vhodné  mechanismy
predavani udaji v ramci skupiny,
které jsou v souladu se vSemi
zakony na ochranu udaji, a

(b) uzavtela vhodné smlouvy s tfetimi
stranami, které zahrnuji
mechanismy  predavani  udaji
zalozené¢ bud’ na (i) standardnich
smluvnich dolozkach EU
schvalenych Evropskou komisi,
aby byla zajisténa odpovidajici
uroveii ochrany predavani osobnich
udajii Centra, nebo (ii) pfipadné na
jakémkoli jiném vhodném
mechanismu ptedavani udaji.

4. ORGANIZACNI OPATRENI
CENTRA PRO PRISTUP K
SYSTEMUM BMS

Spolecnost BMS mize Centru umoznit
pristup k systémtim spole¢nosti BMS a
jejich pouzivani za ucelem organizace
leukaferéznich  procedur, schiizek,
vyroby a 1écby subjektu 1udajt
produktem spole¢nosti BMS.

Pokud spolecnost BMS umozni Centru
pristup k systétmim BMS a jejich
pouzivani, musi Centrum dodrzovat
vSechny pfislusné osvédcené postupy v
oblasti bezpec¢nosti informaci a Skoleni
zamé&stnancd, jak je uvedeno v tomto
oddile a jak vyzaduji platné pravni
predpisy o ochran¢ udajui.

Centrum zavede a bude udrZovat
vhodna technickd, administrativni a
bezpecnostni  ochranna  opatfeni
(,,bezpecnostni ochranna opati‘eni),
aby podpofilo sviij povoleny pfistup k
systémim BMS a jejich pouzivani a
své souvisejici povinnosti uloZené
platnymi zdkony o ochran¢ udaji a
jakymikoliv pfisluSnymi postupy pro

(a) implemented appropriate intra-group
data transfer mechanisms that comply
with all data protection laws; and

(b) entered into appropriate contracts
with third parties, which includes data
transfer mechanisms based on either
(1) EU standard contractual clauses as
approved by the  European
Commission to ensure an adequate
level of protection for the transfer of
Center Personal Data; or (ii) where
appropriate, any other appropriate
data transfer mechanism.

4. CENTER
ORGANIZATIONAL
MEASURES FOR
ACCESSING BMS SYSTEMS

4.1 BMS may allow Center to access and use

BMS’ systems for the purpose of
organizing the leukapheresis procedures,
appointments, manufacturing and
treatment of the Data Subject with the
BMS Product.

4.2 Where BMS allows Center to access and

use BMS Systems, Center shall comply
with all appropriate information security
best practices and staff training as set out
in this section and as required by
Applicable Data Protection Laws.

4.3Center shall implement and maintain

appropriate technical, administrative, and
security safeguards (“Security
Safeguards™) to support its permitted
access to, and use of, BMS Systems, and
its related obligations as imposed by
Applicable Data Protection Laws and any
relevant information security practices as
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zabezpeceni informaci schvalenymi ve approved in the pharmaceutical and life
farmaceutickém primyslu a v oblasti sciences industry.
véd o zivé ptirodé.

44 Centrum zavede minimalné¢ takova 4.4At a minimum, Center shall implement

bezpecnostni opatfeni, aby: such Security Safeguards to, at least:

(i) zajistilo omezeni (i) ensure limitation of authorized access
autorizovaného  pfistupu a and use of BMS Systems by Center
pouzivani  systétmi = BMS personnel in order to prevent any
zaméstnanci Centra, aby se Personal Data Breach;

zabranilo jakémukoli poruSeni

ochrany osobnich tidaj: (ii) prohibit sharing of usernames and

passwords between Center personnel;

(i1) zakazalo sdileni uzivatelskych
jmen a hesel mezi zaméstnanci
Centra;

(iii)ensure to notify BMS when any
previously granted user account(s) of
Center personnel require

(iii))  zajistilo, aby byla spolecnost deactivation; and

BMS informovana o tom, Ze je
tieba deaktivovat jakykoli diive
pridéleny uzivatelsky ucet nebo
ucty pracovnikti Centra, a

(iv)ensure that only Center approved
devices are used for access to and use
of the Portal utilizing an encrypted
connection.

(iv)  zajistilo, aby se pro pristup k

portalu a jeho pouzivani
pouzivala  pouze  zafizeni
schvalena Centrem a
vyuzivajici Sifrované pfipojen.

4.5 Kromé toho, pokud se Centrum dozvio 4.5In addition, where Center becomes aware

incidentu nebo poruseni zabezpeceni of an incident, or a Personal Data Breach
osobnich  udaji v  systémech in BMS Systems or a failure to adhere to
spole¢nosti BMS nebo o nedodrzeni the Security Safeguards (“Security
vySe  uvedenych  bezpecnostnich Safeguards Failure”) identified above,
opatfeni (,,poruseni bezpecnostnich Center shall notify BMS without undue
opatfeni®), oznami to spole¢nosti BMS delay after becoming aware of:

bez zbyte¢ného odkladu poté, co se

dozvi o:
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5.1

bezpecnostnim incidentu nebo
naruSeni bezpecnosti osobnich
udaju tykajici se sit€ a systémil
Centra, kter¢é by mohly
vyznamn¢ ohrozit schopnost
Centra pfistupovat k systémtm
BMS a pouzivat je pro ucely
této smlouvy; a

(@)

(il))  jakémkoli neopravnéném
pfistupu, ziskdni, odstranéni
nebo ohrozeni osobnich udaji

sdilenych podle této smlouvy.

5. ZPRACOVATELE

Kazd4a strana miize uzavirat dalsi
dohody o zpracovani udaji se
zpracovateli udaju, ktefi zpracovavaji
osobni udaje jejim jménem a na jeji
vlastni odpovédnost.

5.1

(i) a security incident or a Personal Data
Breach involving Center’s network
and systems which could materially
compromise Center’s ability to access
and use of BMS Systems for the
purposes of this Agreement; and

(i1) any unauthorized access, acquisition,
removal or compromise of Personal
Data shared pursuant to this
Agreement.

5. PROCESSORS

Each Party may enter into further data
processing agreements with Data
Processors for the Processing of
Personal Data on its behalf and under its
own responsibility.
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DOPLNEK 1 K PRILOZE D (DODATEK O OCHRANE
OSOBNICH UDAJU) SMLOUVY

PODROBNOSTI O CINNOSTECH ZPRACOVANI UDAJU

Strany se podileji na zpracovani osobnich idaju, jak je popsano nize, v
souvislosti s zaddosti Centra vici spole¢nosti BMS o terapii CAR T,
kterou mohou pacienti obdrZet. Produkt vyzaduje specifickou vyrobu
pro kazdého pacienta a odbér mononuklearnich bunék (biologickych
vzorkil). Tento doplné€k ptiloha 1 obsahuje podrobnosti o ¢innostech
zpracovani provadénych stranami a o typech informaci pozadovanych
béhem celého procesu.

SCHEDULE 1 TO ATTACHMENT D (DATA PRIVACY
ADDENDUM) TO THE AGREEMENT

DETAILS OF THE DATA PROCESSING ACTIVITIES

The Parties are involved in the Processing of Personal Data, as
described below, in the context of a request by the Center to BMS for
a CAR T therapy that patients may receive. The Product requires
specific manufacturing for each patient and collection of mononuclear
cells (biosamples). This Schedule 1 provides details of the Processing
activities conducted by the Parties and the types of information
required during the entire process.

BMS

Centrum

Obecny postup

Popis operaci
zpracovani
provadénych
kaZdou stranou
jednajici jako
spravce

Specifické ¢innosti zpracovani

Spolecnost BMS komercializuje inovativni terapii CAR T (,,Bunécna terapie”). Poskytovani Bunécnych terapii
zdravotnickymi zatfizenimi jejich pacientim vyzaduje odbér urcitych biologickych vzorkt prosttednictvim leukaferézy, coz
muze vyzadovat, aby Centrum provedlo aferézni procedury. Po dokonc¢eni leukaferézy budou biologické vzorky piepraveny
ptes ruzné logistické a jiné poskytovatele sluzeb v Evrop¢, aby mohly byt pfipraveny k odeslani. Po upravé biologickych
vzorkl a vyrob& produktu se vyrobeny produkt vrati zpét do Cenra, které jej pouzije k 1é¢be svych pacientti.

Pti objednavani produktu spole¢nosti BMS bude Centrum sdilet informace o pacientovi se spole¢nosti BMS (osobni udaje
souvisejici s objednavkou produktu) za Gi¢elem naplanovani aferéznich procedur a objednavky produktu, aby bylo mozné
nakonec poskytnout pacientovi lé¢bu, jakmile bude vyrobena.
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Pro¢ musi spoleé¢nost BMS shromazd’ovat identifikatory pacientt

Vzhledem k autologni povaze této terapie CAR-T je nezbytné nutné zpracovavat omezené mnozstvi osobnich tdaja
pacientd, aby bylo mozné dodrzovat ptisné kontroly identifikacniho fetézce (COI) a fetézce uchovavani (COC). V nekterych
omezenych ptipadech mize byt vyzadovano jméno, piijmeni a datum narozeni pacienta. Po obdrZeni objednavky od Centra
a po registraci pacienta vytvori spolecnost BMS jedinecny neptimy identifikator (¢islo JOIN), ktery poskytne Centru a
schvalenym tfetim stranam, aby bylo mozné: (a) sledovat cely vyrobni a dodavatelsky fetézec produktu a (b) zajistit
zachovani identifikacniho fetézce (COI) pro bezpecnost pacienta béhem celého procesu. Spole¢nost BMS zpfistupni v
povoleném a pozadovaném rozsahu tietim stranam odpovédnym za dodavatelsky fetézec nezbytné informace, jako je Cislo
JOIN a dalsi identifikatory pacienta, které jsou nezbytné nutné pro dodani vyrobeného produktu v planovaném terminu, aby
Centrum mohlo 1é¢it své pacienty dodanym produktem.

Ucely operaci

Spole¢nost BMS zpracovava osobni udaje za
ucelem:

dodrzovani smluvnich a
povinnosti;
fizeni objednavek produktu pro cely dodavatelsky

fetézec a pro zahajeni aferézy a infuze produktu;

svych zakonnych

Centrum zpracovava osobni udaje za ucelem:

dodrzovani svych smluvnich a zdkonnych povinnosti;

koordinace se spole¢nosti BMS pii planovani leukaferéz;

provadéni aferézy;

zachovani a udrzovani identifika¢niho fetézce, jak je poZzadovano pro
bezpecnost pacientt a sledovatelnost produktu;

zPra(Eo‘:an,l o zajisténi bezpecnosti pacientll zachovanim fetézce | e poskytovani lékafské péfe a vedeni zdravotnické dokumentace,
Provad.en'ycl.l identity v rdimci vyrobniho procesu; poskytovéani produktu pacientiim;
]edl}otl.lvyml e sledovani, fizeni a hlaSeni jakychkoli nezadoucich | e schopnosti predepisujictho zdravotnického pracovnika podavat
spravci ptihod, které se mohou vyskytnout v souvislosti s vyrobeny produkt.
pouzivanim piipravku, pfislusSnym orgdnim v
souladu s platnymi pravnimi piedpisy; a
e Pfipadné testovani infekénich chorob, aby se
provedly testy na vzorcich krve a zabranilo se tak
ktizové kontaminaci.
* Osoby (pacienti), kter¢ Zadaji o produkt nebo se | o Ppacienti, ktefi byli vySetfeni, u kterych byly provedeny aferézy
Kategorie subjektu podrobuji 1é¢bé souvisejici s produktem. a/nebo kterym byl podavan produkt.
idaji ® Zdravotnicky personal a zaméstnanci Centra e Zaméstnanci spole¢nosti BMS a dodavatelé tietich stran
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Kategorie osobnich
udaju

e Osobni udaje pacientd a Centra, zejména jejich
kontaktni udaje a ptipadné prihlasovaci udaje;

e Osobni udaje souvisejici s postupy aferézy pro
vyrobu nebo zadani vyroby produktu

e Osobni udaje souvisejici s objednavkou produktu,
které mohou zahrnovat:
(a) ptimé identifikatory, jako jsou inicialy pacienta,
datum narozeni, pohlavi, jméno, pfijmeni, ale také
zdravotni udaje pacienta pro ucely zpusobilosti a
planovani (napt.: anamnéza, biologické informace,
hmotnost, informace tykajici se uCinnosti a
bezpecnosti 1écby) a
(b) neptimé identifikatory pacienta, jako je Cislo
JOIN, vcetné kodi pacienta, jako je ID darce,
registracni ¢islo nebo aferéza pro ucely logistiky.

e Osobni udaje spolecnosti BMS pro své vlastni ucely, napiiklad za
ucelem spravy smluvniho vztahu se spole¢nosti BMS.

e Osobni udaje souvisejici s postupy aferézy k provadéni a spravé
sluzeb aferézy

e Osobni udaje souvisejici s objednavkou produktu, piipadné oboji, za
ucelem spravy objednavky produktu, zajisténi bezpecnosti pacienta a
kvality 1écby

e Osobni udaje pacientii a Centra pro své vlastni ucely, pro spravu
zdravotnické dokumentace pacientli a 1écbu pacientti pomoci produktu.

Oznameni o
ochrané osobnich
udaji

Spolecnost BMS poskytne své oznameni o ochran¢
osobnich udajii pfimo nebo nepifimo subjektim
udaju prostfednictvim Centra, které¢ bude odpovédné
za 7zajiSténi transparentnosti pro pfislusné subjekty
udajii a bude je informovat o operacich zpracovani
provadénych spole¢nosti BMS.

Centrum poskytne pfislusna oznameni o ochrané osobnich udajii
spole¢nosti BMS: (i) pacientim a (ii) svému personalu. Pied
provedenim leukaferézy v souladu s podminkami stanovenymi v této
smlouvé poskytne Centrum vlastni ozndmeni o ochran¢ osobnich
udajii a pripadné formulaf souhlasu s 1éCbou a, pokud to zakony
vyzaduji, s odbérem biologickych vzorkd.

Zpracovani zadosti
udaju o subjektu

Spolecnost BMS bude reagovat na zadosti o pfistup
k udajim subjektu, pokud se tykaji osobnich udaji
Centra a osobnich udajti souvisejicich s objednavkou
produktu, pokud tyto osobni udaje zpracovava pro
své vlastni ucely, jak je uvedeno v tomto dodatku.

Centrum bude reagovat na zadosti o piistup k udajim subjektu
tykajici se jeho zdravotnického personalu a zaméstnancli (osobni
udaje pacientl a stfediska) a pfipadné osobnich udaji BMS, které
zpracovava pro své vlastni ucely, jak je uvedeno v dodatku.

Povérenec pro
ochranu osobnich
udaji

(nebo prislusné

Bristol Myers Squibb
Povétenec pro ochranu osobnich udajii

Engineering Building, Cruiserath Drive,
Mulhuddart, Dublin 15

MUDr. Ivana Skoumalova, Hemato-onkologicka klinika, Tkanova
banka Fakultni nemocnice Olomouc, Zdravotniku 248/7, Olomouc,
tel. 588 442 848, email: ivana.skoumalova@fnol.cz
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kontaktni tidaje

2 Irsko.
uradu pro ochranu
osobnich idajii nebo | eudpo@bms.com
pravniho oddéleni
jednotlivych stran)
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BMS Center

Description of the
Processing
operations carried
out by each Party
acting as Controller

General process

BMS commercializes an innovative CAR T therapy (“Cell Therapies”). The provision of Cell Therapies by healthcare
organizations to their patients requires to collect certain biosamples through a leukapheresis procedure, which may require
the Center to provide the Apheresis Procedures. After completion of the leukapheresis procedure, the biosamples will transit
via different logistics and other service providers in Europe in order to prepare them before shipment. After the modification
of the biosamples and the manufacturing of the Product, the manufactured Product will transit back to the Center which will
use the manufactured Product to treat its patients.

Specific processing activities

When ordering the Product to BMS the Center will share patient information with BMS (Product Order related Personal
Data) for the scheduling of the Apheresis Procedures and the Product Order to finally provide the treatment to the patient
once manufactured.

Why BMS must collect patient identifiers

Given the autologous nature of this CAR-T therapy, there is a critical need to process limited patient personal data identifiers
to support adherence to strict chain of identity (COI) and chain of custody controls (COC). The patient’s first name, last
name and date of birth may be required in some limited cases for this. After receiving the order from Center, and upon
patient enrolment, BMS will create a unique indirect identifier (JOIN number), provide it to the Center, and approved third
parties, in order to: (a) track the entire manufacturing and supply chain of the Product; and (b) ensure to maintain the chain
of identity (COI) for patient safety during the entire process. BMS will make available, to the extent permitted and required,
the necessary information to third parties responsible for the supply chain, such as the JOIN number and other patient
identifiers strictly necessary for the delivery of the manufactured Product at a planned date for Center to treat its patients
with the Product.
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Purposes of the
Processing
operations carried
out by each
Controllers

BMS Processes Personal Data for the purpose of:

complying with its contractual and legal
obligations;

managing Product orders for the entire supply chain
and for the initiation of the apheresis and infusion
of the Product;

ensuring patient safety by maintaining the chain of
identity within the manufacturing process;
monitoring, management and reporting of any
adverse event that may occur in relation to the use
of the Product, to the competent authorities in
accordance with applicable laws; and

If applicable, infectious disease testing, to conduct
tests on Dblood samples to avoid cross

contamination.

Center Processes Personal Data for the purpose of:

complying with its contractual and legal obligations;

coordinating with BMS for the scheduling of the leukapheresis
procedures;

performing the Apheresis Procedures;

maintaining and keeping the chain of identity as required for patients’
safety and Product traceability;

providing the medical treatment and managing the medical record,
providing the Product to the patients;

prescribing healthcare professional’s ability to administer the
manufactured Product.

Categories of Data
Subjects

Individuals (patient) applying for the Product or
receiving the medical treatment related to the
Product

Medical personnel and staff of the Center

Patients, screened, subject to the Apheresis Procedures and/or
receiving the Product
BMS employees and third parties vendors

Categories of
Personal Data

Patients and Center Personal Data, in particular
their contact details and, where relevant login data;
Apheresis  Procedures Personal Data to
manufacture or have manufactured the Product
Product Order related Personal data, which may
include:

(a) direct identifiers, such as, patient initials, date of
birth, gender, first name, last name, but also patient
health data for eligibility and scheduling purposes
(e.g.: medical history, biological information,
weight,, information relating to treatment efficacy and
safety); and

BMS Personal Data for its own purpose, such as in order to manage
the contractual relationship with BMS

Apheresis Procedures Personal Data to conduct and manage the
Apheresis Services

Product Order related Personal Data, or both, for managing the
Product order, to ensure patient safety and quality of the treatment
Patients and Center Personal Data for its own purpose, to manage the
patient medical record and treating patients with the Product.
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(b) indirect patient identifiers, such as the JOIN
number, including patient codes, such as donor,
enrolment or apheresis ID for logistics purposes.

Privacy Notice

BMS will provide its privacy notice directly or
indirectly to the Data Subjects via Center, which will
be responsible to provide transparency to the
relevant Data Subjects and inform them about BMS
Processing operations.

Center shall provide the relevant BMS privacy notices to the attention
of: (i) patients; and (ii) its personnel. Center will provide its own
privacy notice and, where applicable, consent form for the treatment
and, where the laws require it, for the collection of biosamples, before
conducting the leukapheresis in accordance with the terms set out in
this Agreement.

Processing Data
Subjects requests

BMS will respond to Data Subject access requests
where it pertains to Center Personal Data and
Product Order related Personal Data where it
Processes such Personal Data for its own purposes as
set out in this Addendum.

Center will respond to Data Subject access request pertaining to its
medical personnel and staff (Patients and Center Personal Data) and
where applicable, to BMS Personal Data that it Processes for its own
purposes as set out in the Addendum.

Data Protection
Officer

(or relevant contact
details of the data
privacy office or law
department of each
Parties)

Bristol Myers Squibb
Data Protection Officer

Engineering Building, Cruiserath Drive,
Mulhuddart, Dublin 15

Ireland.

MUDr. Ivana Skoumalova, Hemato-onkologicka klinika, Tkanova
banka Fakultni nemocnice Olomouc, Zdravotniku 248/7, Olomouc,
tel. 588 442 848, email: ivana.skoumalova@fnol.cz
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PRILOHA E ATTACHMENT E

RISK MINIMIZATION PROGRAM
REQUIREMENTS

POZADAVKY NA PROGRAM
MINIMALIZACE RIZIK

TE: Tissue Establishment / CTU: Cell Therapy Unit/ PH :
TE: Tissue Establishment (tkanové zatizeni) / CTU: Cell Pharmacy/ AU : Administration Unit
Therapy Unit (Oddéleni bunécné terapie)/ PH : Pharmacy
(Iékarna)/ AU : Administration Unit (APLIKACNI

ODDELENI)
BMS CENRUM
TE/ PH AU
CTU
1.| Jmenovat zastupce programu minimalizace rizik (PMR) a uvést X
kontaktni tidaje.
2. | Informovat BMS o zménach jmenovaného zastupce PMR a poskytnout X
nové kontaktni iidaje do 3 pracovnich dnd.
3. | Zajistit pristup k multidisciplindrnimu tymu, ktery bude schopen fesit X

pacienty se syndromem uvoliiovani cytokini a neurotoxicitou, véetné
pristupu k potfebnému vybaveni (napf. jednotka intenzivni péce,
magnetickd rezonance).

4.| Zajistit dokumentovany pfistup k tocilizumabu na misté pro kazdého X X
pacienta pfed podanim ATMP, na ktery se vztahuje tato smlouva, a
pfistup k dal$im davkam tocilizumabu, jak je uvedeno v pfislusném
aRMM. Ve vyjimecném piipadé, kdy tocilizumab neni dostupny kviili
nedostatku uvedenému v katalogu nedostatkit EMA, musi byt na misté
dostupna vhodna alternativni opatfeni k 1é¢bé CRS misto tocilizumabu.

5.| Zajistit, aby byla pfed podanim ATMP, na ktery se vztahuje tato -X
smlouva, dodrzena zasada Ctyi oCi.

6.| Zajistit, aby ATMP piedepisovali, vydavali a podavali pouze X X | X
zdravotnicti pracovnici, ktefi byli vybaveni vzdélavacimi néstroji, a aby
tito nad 1é¢enymi pacienty vykondvali lékarsky dohled.

7.| Zodpovida za nastup jmenovaného zastupce PMR na pracovisti, ktery je X X X X
zodpoveédny za poskytovani vzdelavacich nastroji aRMM piislusnym
pracovnikiim na pracovisti.

8.| Zodpovidd za Skoleni piislusnych pracovnikii o nutnosti pouzivat X X X
vzdélavaci nastroje aRMM, vcetné nutnosti predat kartu pacienta
kazdému pacientovi na pracovisti.

9.| Zajistit, aby byla pacientovi pfeddna karta pacienta pfed podanim 1éku X X
nebo pii jeho podani a nejpozd€ji pfi propusténi z nemocnice, a
uchovavat dokumentaci pro kazdého pacienta o tom, Zze mu byla karta
pacienta predana.
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BMS

CENRUM

TE/
CTU

PH

AU

10

V souladu s dokumentaci GxP vést na pracovisti aktudlni seznam
zdravotnickych pracovnikd, kterym byly poskytnuty vzdélavaci nastroje.

X

11

Zajistit, aby byly zavedeny pisemné postupy zahrnujici pozadavky
programu minimalizace rizik.

BMS

CENTER

TE/
CTU

PH

AU

Nominate a Risk Minimization Program (RMinP) Representative and
provide contact details.

Inform BMS of changes to the nominated RMinP Representative and
provide new contact details within 3 business day.

Ensure access to a multidisciplinary team to be able to handle patients
with Cytokine Release Syndrome and Neurotoxicity including access to
required equipment (i.e. Intensive Care Unit, Magnet Resonance
Imaging)

Ensure documented on-site access to tocilizumab for each patient prior
to administration of an ATMP covered within this agreement and access
to additional doses of tocilizumab as outlined in the applicable aRMM.
In the exceptional case where tocilizumab is not available due to a
shortage that is listed in the European Medicines Agency shortages
catalogue, ensure suitable alternative measures to treat CRS instead of
tocilizumab are available on-site.

Ensure that a 4-eyes principle prior to administration of an ATMP
covered within this agreement is followed.

Ensure that only healthcare professionals who have been provided with
the educational tools, prescribe, dispense, and administer the ATMP’s
and have medical oversight of treated patients.

Responsible for onboarding of a nominated RMinP Representative at the
site who is responsible for the provision of the aRMM educational tools
to the relevant personnel at site.

Responsible for training relevant personnel on the need to use the aRMM
educational tools, including the need to hand out the Patient Card to each
patient at the site.

Ensure that the patient card is handed out to the patient prior to or at
administration and latest at discharge from the hospital and maintain
documentation per patient that the patient card has been handed out.
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BMS CENTER
TE/ PH AU
CTU
10| Maintain, in accordance with GxP documentation, an up-to date list of X X X
healthcare professionals who have been provided with the educational
tools, at the site.
11| Ensure written procedures covering the Risk Minimization Program X
requirements are in place.
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