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Zdravotnick0 zafizeni

Tato smlouva o pievodu prhv a povinnosti
(d6le jen "smlouva") nabyv| platnosti a ridinnosti
k poslednfmu datu podpisu niLe uvedenych
smluvnich stran (d6le jen "datum podpisu").
Uzavirh se meziQuintiles Czech Republic s.r.o. se
sidlem Radlicka 714, 158 00, Praha 5, eesk6
republika; (iD Wyeth Pharmaceuticals Inc.,
("Wyeth"), privodni Zadavatel klinickdho
hodnoceni, kteni mri misto podnik6ni na 500
Arcola Road, Collegeville, Pennsylvania 19426,
U.S.A. (spolednd s Quintiles, d6le jen "pievodce)
") a PAREXEL International Czech Republic,
s.r.o. se sidlem Futurama Business Park,
Sokolovsk6 65lll36a, Praha 8, 186 00, eesk6
republika d6le jen "nabyvatel" nebo
"PAREXEL"), kter6 jedn6 jm6nem svym a
jm6nem fi.my Puma Biotechnology, Inc.,
podnikajicf dle z6konri stetu Delaware, se sfdlem
10880 Wilshire Blvd, Suite 2150, Los Angeles,
Kalifornie 90024, U.S.A,(d6le jen "Puma").
Pievodce, nabyvatel i Puma budou drlle v tdto
smlouvE oznadovfiny jednotlivd jako "smluvnf
strana"a spolednd jako "smluvni strany". .

UVODNi USTANOVENi
Strany berou na vddomi n6sledujici :

A.Pfizer Inc., jednajici svlfm vlastnim jm6nem a
tak6 jmdnem svfch sesters(ich firem vdetnd
Wyeth Pharmaceuticals Inc,.,a spolednost
Pfize(d6le jen "Pfizer") uzaviela se spolednosti
Puma dne 18. srpna 2011 licendnf smlouvu (d6le
jen "licendni smlouva"), na jejimL z6kladd firma
Pfrzer poskytla firmd Puma urditd prdva v oblasti
qfvoje, v;iroby a prodeje studijniho lddiva,
n  Na zilkladl licendni
smlouvy piev6di spolednost Wyeth sponzoring
ndkter'-fch klinickych hodnoceni studijniho l6diva
neratinib na firmu Puma nebo na jeji opr6vndn6
z6stupce. Spolednost Puma jiZ povdiila spolednost
PAREXEL, aby zastfxala funkci

le ndktervch klinicki

ASSIGNMENT AND ASSUMPTION
AGREEMENT
for Institution

This Assignment and Assumption
Agreement ("Agreement") is entered into and
effective as of the last signature date below (the

"Effective Date") by and between (i) Quintiles
Czech Repubilc, s.r.o., ("Quintiles"), which
has a place of business at Radlicka 714, 158 00,
Prague 5, Czech Republic; (ii) Wyeth
Pharmaceuticals Inc., ("Wyeth"), the original
sponsor of the clinical study, which has a
place of business at 500 Arcola Road,
Collegeville, Pennsylvania 19426, U.S.A.
(together with Quintiles, referred to herein as
"Assignors") and PAREXEL International Czech
Republic, s.r.o. which has a place of business at
Futurama Business Park, Sokolovska 65lll36a,
Prague 8, 186 00, Czech Republic ("Assignee" or
*PAREXEL"), acting in its own name and on
behalf of Puma Biotechnology, Inc., a Delaware
corporation with a place of business at 10880
Wilshire Blvd, Suite 2150, Los Angeles,
California 90024, U.S., ("Puma"). Each of
Assignor, Assignee and Puma may hereinafter
individually be referred to as a "Pafi," or
collectivelv referred to as the "Parties."

RECITALS
The Parties acknowledge the following:

A. Pftzer Inc. (on its own behalf and
on behalf of its Afhliates, including Wyeth
Pharmaceuticals, Inc., a Pfizer company, "Pfizer")
and Puma entered into a License Agreement dated
August 18, 2011 ("License Agreement"), pursuant
to which Pfrzer granted Puma certain rights to
develop, manufacture, and commercialize the
investigational agent, .
Pursuant to the License Agreemento Wyeth is in
process of transferring sponsorship for certain
neratinib studies to Puma or its authorized
delegate. Puma has duly authorized PAREXEL,
for certain neratinib clinical studies and to provide
clinical research and development services to
Puma, including the assumption of all clinical



study activities for such studies on behalf of
Puma.

B. Pfrzer and Puma have agreed that
in connection with the transfer of sponsorship for
the neratinib clinical studies to Puma (or its
authorized delegate) that certain clinical study
agreements be transferred from Assignors, to
Assignee.

hodnoceni studijniho lddiva a poskytovala firmE
Puma i dal5i sluZby v oblasti klinick6ho qyzkumu
a vlivoje, vdetnE zaji5tdni v5ech dinnosti
souvisejicich s prov6ddnim tdchto klinic\ich
hodnoceni jm6nem firmy Puma

B.Spolednosti Pfizer a Puma se dohodly a
souhlasi, Ze v souvislosti s pievodem
sponzoringu klinicklfch hodnoceni
studijnfho pifpravku neratinib na firmu
Puma, budou dan6 smlouvy o provedeni
klinickdho hodnoceni pievedeny
z pievodce na nabyvatele.

C. Quintiles and Wyeth are parties to
a Clinical Studv Aereement with Masarvktiv
onkologickf fstave,Zlut'-f kopec 7, 656 53 Bmo,
Czech REpublic ("Institution")1, and MUDr.

6 ("Principal Investigator"],
effective as of I1.2.2010, to conduct a neratinib
study entitled " (the "Study"),
as may have been amended or supplemented from
time to time, and is referred to herein as the "CS
Agreement."

D. Quintiles and Wyeth (together, as
Assignors) wish to assign rights and transfer
obligations in the CS Agreement to Assignee and
Puma, and Assignee and Puma wish to accept
such assignment of rights and assume such
obligations.

NOW THEREFORE, in view of the
premises and in consideration of the mutual
covenants contained herein, and for other good and
valuable consideration, the receipt and sufficiency
of which is hereby acknowledged, the Parties agree
as set out below.

1. As of the Effective Date: (a) Assignors
hereby assign to Assignee all of their right
title and interest in, to and under the CS
Agreement, except for those listed in section
2 below- and Assi such

C.Quintiles and Wyeth jsou smluvni strany
smlouvy o provedeni klinick6ho hodnocenf
uzavien6 mezi pievodcem a Masarykovym
onkologic[im fstavem,Zluqi kopec 7,656 53
Brno, iesk6 republika (d6le jen "zdravotnickd
zalizeni"\, a 6 ("hlavni
zkou5ej ici")1, kter6 nabyla 0dinnosti dne l 1 .2.20 1 0
a jejiml piedmdtem bylo provedeni klinickdho
hodnoceni studijnfho piipravku neratinib s
nizvem .  (d6le jen "klinickd
hodnoceni"), vdetnd piipadnlich zmEn a dodatkri.
Tato smlouva bude v textu d6le oznadov6najako
"smlouva o provedeni klinickdho hodnoceni".

D. Quintiles a Wyeth ( dohromady jako
spolednd d6le jako ,,Pievodce")si pieji
pievdst sv6 pr6va a povinnosti ze smlouvy
o provedeni klinickdho hodnoceni na
nabyvatele a na spolednost Puma a
nabyvatel a spolednost Puma piijimaji tato
pr6va a povinnosti.

NA ZAKLADT shora uveden6ho,a s ohledem na
vzAjemn9 piisliby azai6dne a hodnotn6 protiplndnf,
jehoZ piijeti a piimdienost se timto potvrzuji, , se
smluvni strany dohodly n6sledovn6:

l. K niZe uvedendmu datu ridinnosti ( jak je
definov6no niZe): (a) Pievodce piev6di na
nabyvatele v5echna prix4 tituly a podily
popsand ve smlouvd o provedenf klinickdho
hodnoceni, s vlijimkou pr6v popsanlich v



assignment; and (b) Assignee hereby assumes
and agrees to pay, perform and discharge in
full as and when due each and all of the
obligations and responsibilities of Assignors
assigned hereby as set forth in, arising under
or pursuant to the CS Agreement.
Notwithstanding the foregoing, Assignee is
not assuming, and Assignors shall remain
responsible for liabilities or obligations
arising as a result of any material breach,
negligence or willful misconduc! or
otherwise, in performing the CS Agreement
prior to the Effective Date.

2. Furthermore, the Parties agrees that as of the | 2.
Effective Date Assignors hereby assign to
Puma and Puma hereby accepts assignment
of the the Assignors' respective rights and
obligations:

a. Relating to ownership and/or use of any
clinical data and biological sample
analysis data generated in connection
with the Study;

b. Relating to ownership and/or use of any
biological samples collected in
connection with the Study;

c. Relating to ownership and use of any
confidential information and any
inventions that mav arise in connection
with the Study;

d. Relating to the supply, ownership and
return of any Wyeth product or
equipment used in the Study; and

e. Relating to obligations under the CS
Agreement to undertake compensation
for Study-related injury or to indemniff
any party or maintain clinical trial

. insurangg in gonnection with the oonduot

dl6nku 2 niLe, a nabyvatel timto tato pr6va v
pln6m rozsahu piijimrl; a (b) Nabyvatel se
timto zavazuje a souhlasi hradit, prov6ddt a v
plndm rozsahu plnit spolednd i jednotlivd
v5echny zhvazky a povinnosti pievodce
vyplluajici ze smlouvy o provedeni
klinick6ho hodnoceni, kter6jsou na ndj touto
smlouvou pievedeny. Bez ohledu na
piedchozi ustanoveni nabyvatel nepiijim6
odpov6dnost a povinnosti za Skody vznikld v
dflsledku zhvaineho poruSeni ustanoveni
smlouvy o provedeni klinickdho hodnoceni
ze strany pievodce a za Skody vznikl6 v
drisledku rimysln6ho zavindni nebo
nedbalosti pievodce pii pln6ni ustanoveni
smlouvy o provedeni klinick6ho hodnoceni
pied nabytfm fidinnosti tdto smlouvy o
pievodu prdv a povinnosti. Odpov6dnost za
tyto Skody a povinnosti nese pievodce.

Smluvni strany d6le souhlasi, Lek datu nabyti
fdinnosti tdto smlouvy o pievodu pr6v a
povinnosti, pievodce piev6di na spolednost
Puma nrisledujfcf prdva a povinnosti a
spolednost Puma tento pievod v pln6m
rozsahu piijim6:

a. souvisejici s vlastnictvim a/nebo
pouZfv6nim klinick;ich dat a vfsledkfi
anal!,2 biologickych vzorkfi spolednosti
Wyeth, ziskanlfch v souvislosti s
provr{ddnim klinickdho hodnoceni;

b. fjkajici se vlastnictvi a/nebo poulivilni
jakfchkoli biologicklich vzorkri
odebranych v souvislosti s klinickym
hodnocenim;

c. flkajicl se vlastnictvi a pouZivfini v5ech
drivdrnych informaci a objevri, ke
kterym mtZe dojit v souvislosti s timto
klinickym hodnocenim;

d. tykajici se doddvky, vlastnictvi a
vraceni produkti a/nebo vybaveni
pievodce, kter6 jsou pouZiv6ny pro
ridely klinick6ho hodnoceni; a

e. tykajici se povinnosti dle smlouvy o
provedeni klinick6ho hodnoceni v
souvislosti se zaji5tdnim od5kodndnf za
zdravotni ijmu zptisobenou ridastf na
klinick6m hodnoceni. v souvislosti s



ofthe Study;

f. Relating to pre-publication review and
redaction ofany proposed publication or
any other type of disclosure of the
results of the Study; and

g. Relating to any other right or obligation
of Assignors under the CS Agreement
that (i) must remain the responsibility of
the sponsor of a study pursuant to
applicable law or regulation, or (ii) have
not been delegated to Assignee by
Puma.

3. Assignors represent and warrant that as of the
Effective Date, Assignors have not breached
or otherwise failed to perform any of their
rnaterial obligations under the CS
Agreement, including but not limited to (a)
the payment of any amounts due to the
Institution and/or the applicable party under
the CS Agreement, except with respect to any
payments which the Parties have agreed to be
made by Assignee pursuant to invoices
issued after July 31, 2012, or (b) the
performance of any material covenant, term
or condition to be performed by Assignors
pursuant to the CS Agreement.

4. As used in this Agreement, the term I 4
"Affiliate" means any entity that directly or
indirectly controls, is controlled by, or is
under common control with the named Partv.

No provision of this Agreement may be
amended or modified other than by a written
document signed by authorized
representatives of each Party.

Should one or more of the provisions of this

pievzetim odpovddnosti za od5kodndni
tietich stran a v souvislosti s uzavienfm
platn6ho a ridinn6ho poji3tEni po celou
dobu provddEni klinickdho hodnoceni;

f. dkajicf se kontroly
publikov6nim a

informaci pied jejich
irprav publikaci,

ostatnich forem

5 .5 .

6.6.

prezentaci a
zveiejiov6ni
hodnoceni; a

qfsledkti klinick6ho

g. tykajici v5ech ostatnfch pr6va a
povinnosti pievodce dle smlouvy o
prov6ddni klinickdho hodnoceni, (i)
kter6 musi spadat pod odpovddnost
zadavatele klinickdho hodnoceni v
souladu s platnfmi zhkony a piedpisy
nebo (ii) nebyly spolednosti Puma
pievedeny na nabyvatele.

Pievodce prohlaSuje a rudi za to, Le k datu
ridinnosti t6to smlouvy o pievodu pr6v a
povinnosti si neni vddom Lildndho sv6ho
zhva};n9ho poruSeni ustanoveni smlouvy o
provedeni klinick6ho hodnoceni, vdetnd
mimo jin6 (a) fhrady jakychkoli d6stek
splatnlfch ve prosp6ch zdravotnick6ho
zalizeni a/nebo jin;ich tietich stran na zhkladd:
smlouvy o provedeni klinickdho hodnocenf, s
vlfjimkou rihrad, u kter'-ich se smluvni strany
vz6jemnd dohodly, Ze je uhradi nabyvatel
(faktury vystaven6 po 31. dervenci 2012), a
(b) plnEni v5ech ostatnich ztvazkf4 podminek
a povinnosti, ke kterym se pievodce zavhzal
na z6kladd smlouvy o provedeni klinick6ho
hodnoceni.

Pro fdely t6to smlouvy znamenh termin
"sestersk6 spolednost" ve vztahu k n6kterd ze
smluvnich stran tdto smlouvy firmu,
parhrerstvi nebo jak;fkoli jiny subjekt, kterlf
piimo di nepifmo danou smluvni stranu
ovl6d6, je ji ovl6d6n nebo je s dotydnou
smluvni stranou pod spolednym ovl6d6nim.

Ustanoveni t6to smlouvy smi bft mdndna
nebo aktualizovhna pouze formou pisemnych
dodatkri, i6dnd podepsan;fch opr6vndnymi
zdstupci vSech smluvnfch stran.

Pokud se n6kter6 z ustanoveni t6to smlouw
t become void or unenforceable as stanou neplatnd nebo neridinnri vzhledem k



a matter of law, then such provision will be
ineffective only to the extent of such
invalidity or unenforceability, without
invalidating the remainder of this Agreement,
and the Parties agree to substitute a valid and
enforceable provision therefor which, as
nearly as possible, achieves the desired
economic effect and mutual understanding of
the Parties under this Agreement.

7. At either Party's request, the other Party shall
execute additional documents and otherwise
perform such acts, as may be reasonably
necessary or appropriate to fully effectuate
the assignment and assumption set forth
herein.

8. This Agreement will be binding upon, and
inure to the benefit of Assignors and
Assignee and their respective successors and
authorized assigns. Assignee may freely
assign its assumed rights and obligations
under this Agreement to any of its Affrliates.
Assignee may not otherwise assign its rights
or delegate its duties to another party without
the prior written consent of Puma.

9. This Agreement may be executed in two or
more counterparts, each of which shall be
deemed an original, but all of which together
will constitute one and the same instument.

IN WITNESS WHEREOF, the Parties
intending to be bound have caused this Agreement
to be executed by their duly authorized
representatives as of the Execution Date.

platnlim z6kontm, bude neplatnost a
neridinnost takovdho ustanoveni platit pouze
v nezbytnd nutn6m rozsahu, piidemZ ostatni
ustanoveni tdto smlouvy timto nebudou
26dnym zpfisobem ovlivndna a zfistanou plnd
platn6 a ridinn6. Smluvni strany se zavazuji
nahradit tato neplatn6 di neridinn6 ustanoveni
novym, platn;fm a ridinn;fm ustanovenim,
kter6 v maxim6lnf moLnd miie budou odrhLet
pfivodnf zdmEr smluvnich stran t6to smlouvy
ve vztahu k pfivodnim ustanovenim.

7. Na Z6dost ndkter6 ze smluvnich stran se
ostatni smluvni strany zavazuji vyfvoiit
piipadnd dal5i nezbytne dokumenty di
provdst dal5i nezbytn€ di vhodnd irkony k
i6dndmu a pr6voplatndmu dokondeni pievodu
pr6v a povinnosti dle tdto smlouvy.

8. Tato smlouvaje pr6vnd zixaznh pro pievodce
a nabyvatele a pro jejich piipadn6 prixni
n6stupce di zmocn6n6 subjekty. Nabyvatel
m6 pr6vo volnd piev6dEt nabytS pr6va a
povinnosti dle t6to smlouly na sv6 sesterskd
spolednosti. Nabyvatel nesmi piev6st sv6
pr6va a povinnosti na jinli subjekt bez
piedchoziho pisemndho souhlasu spolednosti
Puma.

9. Tato Smlouva mriZe blit vyhotovena ve dvou
di vice stejnopisech, z nichL, kai:di m6
charakter origin6lu. Ka1di z tdchto stejnopisri
pak piedstavuje tuto jedinou a kompletni
smlouvu.

NA DTJKAZ SOUHLASU SE ZNENIV
TETO SMLOUVY ji opr6vndnf z6stupci viech
smluvnich stran podepsali k datu nabytf jeji
tidinnosti.



Name: 

Title: 

/t-)aru*
WYETH PHARMACEUTICALS. INC.

By:

Name:

Title;

Date:

PAREXEL INTERNATIONAL CZECH
REPUBLIC, s.r.o.

By: 

QUINTILES

Podpis:

QUINTILES CZECH REPUBLIC, s.r.o.

Bv: 

EASTERN HOLDINGS GMbH

J m 6 n o :  r-+n e-

pracovni zaiazeni: 
ituirp

,/e4s-r'or.r

ku Jmdno: h .l

Datum:

Jmdno:

Datum: 1 I -12- 2013

INTERNATIONAL CZECH
, s.r.o. jednajicf jako z6stupce firmy

Pracovnf zaiazeni:--'--- 
Vf fin*^.*

Datum: Nbv . 4g lrl^ , %a <

PAREXEL INTERNATIONAL CZECH
REPUBLIC, s.r.o.

Podpis: 

Pracovni zaiazeni:
*sloe.\ twwpa,6no o{4

-

WYETH PHARMACEUTICALS. INC

Podpis:

V/ G* .o-
i\bu. ,tett, t'r

Name:

Title:

Date:

By:

Name

Title:

Date:

PAREXEL INTERNATIONAL CZECH
REPUBLIC, s.r.o. on behalf of PUMA
BIOTECHNOLOGY, INC.

AS$rc- btqgt,t{L On^o, oig

1 I -12- 2013

[s&ru D r(s sa n,

PAREXEL
REPUBLIC
PUMA

Podpis:

 Jm6no: 4 /

Pracovni zaiazeni:
*s&u,\kew\ 6A0, o,r4

1 I -t2- 2013 Datum: 1 I -12- 2013



Masarykuv onkologicky ustav (Institution) and
 (the principal

Investigator, by their respective signatures below,
consent to the assignment and assumption of
rights and obligations under the CS Agreement as
described in the Assigment and Assumption
Agreement between Quintelis Czech Republic
s.r.o. and Wyeth Wyeth Pharmaceuticals Inc. a
PAREXEL International Czech Republic, s. r. o.
a Puma Biotechnology, Inc.

The Institution and Principal Investigator take
note that all notices, invoices, and other
correspondence relating to a Study Specified
in the above- mentioned agreement on the
transfer of rights and obligations will be sent to
the following address

PAREXEL IntemationalCzechRepublic, s. r. o.
Sokolovsk6 651/136a
186 00 Praha 8
Cznch Republic

Masarykuv onkologicky ustav, Zluty kopec 7,
656 53 Bmo, Czech republic

Masaryktv onkologicky tstav (,,Zdravotnick6
zaiizeni,,) a 
(Hlavni zkou5ejici), svj'm nile uvedenfm
podpisem potvrzujl svrij souhlas s pievodem a
nabytim pr6v a zdvazkl& vyplyvajicich ze smlouvy
o provedeni klinickdho hodnocenf, jak je pops6no
ve smlouv6 o pievodu pr6v a povinnostl uzaviend
mezi spolednostmi Quintiles Czech Republic s. r.
o. a Wyeth Pharmaceuticals Inc. a pAREXEL
Intemational Czech Republic, s. r. o. a puma
Biotechnology, Inc.

Zdravotnickd zaiizeni a Hlavni zkouiejfcl d6le
berou na vddomi, Ze ve5ker6 ozndmeni, faktury,
jakoZ i dal5i korespondence souvisejici
s klinick;fm hodnocenim specifikovanlim
ve u-iSe uvedend smlouvd o pievodu pr6v a
povinnosti budou zasililny na adresu:

PAREXEL Intemational CzechRepublic, s. r. o.
Sokolovsk6 651/136a
186 00 Praha 8
iesk6 republika

Masaryktv onkologickf irstav, Zluqf kopec 7,
656 53 Brno, Ceskri republika:

By:

Name:

Title: director

Date: 0 6. 05. 20tt

h. c. I Jm6no: prof. Jiii Vorlldek. CSc.. dr. h. c.

Pracovni zaiazeni : ieditel

Darum: 0 6. 05. t0l{

Podpis:

Jmdno: MU

Pracovni zaiazeni: Hlavni zkou5ejici

Datum: 0 6. 05. ?011

Principal Investi

By:

Name

Title: Principal Investigator

Date: 0t$, m

. Jiii Vorlidek, CSc., dr.


