ADDENDUM No. 3

Dated

to the Clinical Site Agreement (“Agreement”),
dated 15Dec2011

made by and between:
(@) PAREXEL
Republic s.r.o.
Sokolovska 651/136 a

186 00 Prague 8

Czech Republic

Organization ID No.: 27160360
Tax ID No.: CZ27160360
hereinafter "CRO",

International Czech

and

2 Fakultni nemocnice Kralovske
Vinohrady

Srobarova 50

100 34 Praha 10

Czech Republic

Company No: 00064173

Tax 1D No:CZ00064173

represented by: Doc. MUDr. Robert Grill,

PH.D., MHA, feditelem
hereinafter "INSTITUTION",

WHEREAS:

@ Bristol-Myers Squibb Company
(“SPONSOR?”) is in the business of innovating,
and developing pharmaceutical products;

2 CRO is administering the study entitled:
“A Phase 3, Randomized, Open Label Trial of
Lenalidomide/Dexamethasone With or Without
Elotuzumab in Relapsed or Refractory Multiple
Myeloma” (“the Study”), Protocol No: CA204004
(“the  Protocol”) to clinically evaluate
Lenalidomide/Dexamethasone  (“the  Study
Drug”) and it or one of its affiliates has entered into
an agreement with the SPONSOR concerning the
management, funding and administration of the
Study;
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DODATEK c¢islo 3

ze dne

ke Smlouvé o provedeni klinického hodnoceni
(dale jen “Smlouva”), ze dne 15. prosince 2011

uzaviené mezi:
@ PAREXEL
Republic s.r.o.
se sidlem: Sokolovska 651/136 a
186 00 Praha 8

Ceska republika

IC: 27160360

DIC: CZ27160360

dale jen ,,CRO*

International Czech

Fakultni nemocnice Kralovské
Vinohrady

Srobarova 1150/50

100 34 Praha 10

Ceska republika

IC: 00064173

DIC: CZ00064173

zastoupena Doc. MUDr. Robertem

Grillem, PH.D., MHA, feditelem

(2)

dale jen ,ZDRAVOTNICKE

ZARIZENI«

VZHLEDEM K TOMU, ZE:

@ Bristol-Myers Squibb Company (dale
jen “ZADAVATEL”) podnika v oblasti vyzkumu
a vyvoje inovativnich farmaceutickych produkti;

2 CRO spravuje Kklinické hodnoceni s
nazvem: “Oteviené randomizované klinické
hodnoceni zaméfené na podavani studijniho 1é¢iva
enalidomid/Dexamethason v kombinaci s
preparatem  Elotuzumab  nebo  samostatné
pacientim s relabovanym nebo refrakternim
mnohocetnym myelomem (dale jen “Klinické
hodnoceni”), ¢islo protokolu: CA204004 (dale jen
“Protokol”). Cilem klinického hodnoceni je
provést hodnoceni klinické tc€innosti studijniho
léCiva Lenalidomid/Dexamethason (dale jen
“Studijni 1é¢ivo”) a za timto u¢elem CRO nebo
néktera z jejich dcefinych spole¢nosti uzavtela se
ZADAVATELEM smlouvu 0 vedeni,
organizovani a provedeni Klinického hodnoceni;
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3) The parties have entered into the above-
referred Agreement;

4) The parties are jointly willing to amend the
above-referred Agreement;

Now, therefore the above-referred Agreement shall
be amended and the following amended wording
shall be effective as of the date of the last signature
of this addendum:

WHEREAS the INVESTIGATOR XXXXXX is
replaced by the New Investigator xxxxx as party
to the Agreement and the New Investigator will act
as the iINVESTIGATOR for the Study as of the
date 1 November 2018. Accordingly, all
obligations, terms and conditions related to the
INVESTIGATOR in the Agreement will apply to
the New Investigator as of the date 1 November
2018 and to the extent permissible by the
applicable law, the Investigator is hereby
discharged from his/her obligations in the
Agreement as of date 1 November 2018 and shall
not have any rights therein .

PRELIMINARY STATEMENTS

CRO’s client, Bristol-Myers Squibb Company
(“SPONSOR”),desires XxxxX , oddeleni klinické
hematologie("INVESTIGATOR") to conduct and
supervise a clinical trial (the “Study”) under the
SPONSOR protocol entitled, “A Phase 3,
Randomized Open Label Trial of
Lenalidomide/dexamethasone With or Without
Elotuzumab in Relapsed or Refractory Multiple
Myeloma”

and protocol number CA204004

will be replaced

PRELIMINARY STATEMENTS

CRO’s client, Bristol-Myers Squibb Company
(“SPONSOR™),desires XXXXXX , Interni
hematologicka klinika("INVESTIGATOR") to
conduct and supervise a clinical trial (the “Study”)
under the SPONSOR protocol entitled, “A Phase 3,
Randomized Open Label Trial of
Lenalidomide/dexamethasone With or Without
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3) Smluvni strany uzaviely shora uvedenou
Smlouvu;

(@) Smluvni strany si spole¢né pieji upravit
shora uvedenou Smlouvu;

Na zaklad¢ téchto skutecnosti se tak shora uvedena
Smlouva meéni, pficemZ nové znéni, uvedené nize
nabyva platnosti k datu podpisu tohoto dodatku
posledni smluvni stranou:

VZHLEDEM K TOMU, ZE ke dni 1. listopadu
2018 je ZKOUSEJICI xxxxx nahrazen novym
zkousejicim XXXXXxX. Novy zkouSejici vystupuje
jako ZKOUSEJICI v ramci Klinického hodnoceni.
V souladu s tim se na nového zkousejiciho vztahuji
ode dne 1. listopadu 2018 veskeré povinnosti a
podminky ze Smlouvy vztahujici se na
ZKOUSEJICIHO, pti¢emz v rozsahu piipustném
podle pfislusného pravniho tadu je ode dne 1.
listopadu 2018 ZKOUSEJICI zprostén svych
zavazku vyplyvajicich ze Smlouvy a neplynou mu
Z ni zadna prava.

UVODNI USTANOVENI

Klient CRO, spole¢nost Bristol-Myers Squibb
Company (dale jen "ZADAVATEL") ma zajem,
aby xxxxx, Oddéleni klinické hematologie (dale
jen "ZKOUSEJICI"), zajistil provadéni a dohled
nad klinickym hodnocenim (dale jen "Klinické
hodnoceni"), ke kterému se vztahuje protokol
ZADAVATELE snazvem ,,Randomizované,
oteviené klinické  hodnoceni faze 1l
Lenalidomidu/Dexametazonu s nebo  bez
Elotuzumabu u recidivujiciho nebo refrakterniho
mnohocetného myelomu*®, protokol ¢. CA204004

Bude nahrazeno

UVODNI USTANOVENI

Klient CRO, spole¢nost Bristol-Myers Squibb
Company (déale jen "ZADAVATEL") ma zajem,
aby xxxxxx, Interni hematologicka klinika (dale
jen "ZKOUSEJICI"), zajistil provadéni a dohled
nad klinickym hodnocenim (dale jen "Klinické
hodnoceni"), ke kterému se vztahuje protokol

ZADAVATELE snazvem ,Randomizované,
oteviené  klinické hodnoceni faze 1III
Lenalidomidu/Dexametazonu s nebo  bez
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Elotuzumab in Relapsed or Refractory Multiple
Myeloma”and protocol number CA204004

Section 14. MISCELLANEOQOUS will be added

CRO undertakes to deliver to the INSTITUTION
a redacted version of this Amendment and of the
Agreement, approved by SPONSOR for the
registry of contracts pursuant to the Act no.
340/2015 Coll., on special conditions for the
effectiveness of some contracts, the disclosure of
these contracts and contracts register; not later than
on the date of the last signature of the full version
of Amendment. INSTITUTION undertakes to
publish such modified versions of the documents
within 5 working days from the Amendment
signature by the INSTITUTION. If these
documents are not disclosed by the INSTITUTION
in the agreed timeframe, CRO is authorized to
publish these documents.

All other terms and conditions of the above-
referred Agreement remain unchanged and in
full force and effect.
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Elotuzumabu u recidivujiciho nebo refrakterniho
mnohocetného myelomu®, protokol ¢. CA204004
Do ¢&lanku 14. OSTATNI USTANOVENI bude
doplnéno

CRO se zavazuje, ze dodda ZDRAVOTNICKEMU
ZARIZENI modifikovanou verzi smlouvy a
dodatk ur¢ené ke zverejnéni v registru smluv, dle
zakona ¢. 340/2015 Sb., o zvlastnich podminkach
ucinnosti nékterych smluv, uvefejniovani téchto
smluv a o registru smluv a to nejpozdéji ke dni
podpisu plné verze dodatku 3. ZDRAVOTNICKE
ZARIZENI se zavazuje, ze modifikované verze
dokumentt zvefejni nejpozdéji do 5-ti pracovnich
dni od data platnosti Dodatku. Nezvetejni-li
ZDRAVOTNICKE  ZARIZENi  dokumenty
V dohodnutém terminu, je CRO opravnéna
dokumenty zvefejnit.

Veskeré dalsi podminky a ujednani vySe uvedené
Smlouvy zistavaji beze zmény a pIné platné.
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(1) PAREXEL International Czech Republic s.r.o.

MUDr. Josef Bima Date / Datum

(2)  Fakultni nemocnice Kralovské Vinohrady

Doc. MUDr. Robert Grill, Ph.D., MHA Date / Datum

Beru na védomi a souhlasim.
I aknowledge and agreed

XXXXX Date / Datum
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