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EMEA — NON INTERVENTIONAL RESEARCH
AGREEMENT

INSTITUTION

THIS AGREEMENT, effective as of the date of
signature of the last party is made by and among

inVentiv Health Clinical UK Limited, with its
principal office at Thames House, 17-19 Marlow
Road, Maidenhead, Berkshire SL6 7AA, United
Kingdom together with any Subsidiary (together
L‘CRO”)

and

Nirodny tustav reumatickych chrob PieStany,
having a business address at Nabrezie I. Krasku 4,
921 12 PieStany, Slovak Republic (“Institution”)
having the assigned study site  NUMBER]:SK04.

Parties agreed that MUDr. Elena KoSkov4a, PhD,
having a business address at Institution, will perform
the role of Principal Investigator (hereafter
“Investigator”) in the Research.

Background

A CRO has been contracted by the Research
sponsor Bristol-Myers Squibb International
Corporation, with an address at Chaussée de
la Hulpe 185, 1170 Brussels, Belgium
(“BMS”) to monitor and provide other
services to BMS related to the Research as an
independent contractor on behalf of BMS.

B. CRO and Institution have agreed that
Institution shall participate in the Research on
the terms of this Agreement.

The parties agree as follows:

Article 1 - Definitions

As used herein, the following terms shall have the
following meanings:

“Affiliate” means any Person controlled by, controlling

EMEA -ZMLUVA O NEINTERVENCNOM
VYSKUME

INSTITUCIA

TATO ZMLUVA, ktord vstiapila do platnosti
podpisom poslednej zmluvnej strany bola uzatvorena
medzi

spolo¢nostou inVentiv Health Clinical UK Limited,
s hlavnym sidlom na adrese Thames House, 17-19
Marlow Road, Maidenhead, Berkshire SL6 7AA,
Vel'ka Britdnia spolu so vSetkymi pridruzenymi
spolo¢nostami (spolo¢ne d’alej len ,,CRO%)

a

Narodnym ustavom reumatickych chréb PieSt’any,
so sidlom Nabrezie I. Krasku 4, 921 12 Piest’any,
Slovenska republika (d’alej len ,InStitacia®) s
pridelenym &islom pracoviska v $tudii [CISLO]:SK04.

Zmluvné strany sa dohodli, Ze ulohu hlavného
skusajuceho (d’alej len ,,Skusajtci) v tomto vyskume
bude vykonavat MUDr. Elena KoSkova, PhD s
adresou pracoviska v Institacii.

Zakladné informacie

A. CRO bola zadavatel'om vyskumu
spolo¢nostou Bristol-Myers Squibb
International Corporation, so sidlom na
adrese Chaussée de la Hulpe 185, 1170
Brussel, Belgicko (dalej len ,BMS®)
zaviazana k monitorovaniu a poskytovaniu
inych sluZieb spolo¢nosti BMS v stvislosti s
vyskumom ako samostatny dodavatel v
zastupeni spolo¢nosti BMS.

B. CRO a Institucia sa dohodli, Ze InStitucia sa
bude podielat’ na vyskume v stlade s touto
Zmluvou.

Zmluvné strany sa dohodli na nasledovnom:

Clanok 1 — Definicie

V ramci tejto Zmluvy, budi mat’ nasledujuce pojmy
nizSie uvedené vyznamy:

,Pridruzena spolo¢nost™ znamena osobu, ktora je
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or under common control with BMS, with “control”,
for purposes of this definition, meaning

(a) that a Person owns, directly or indirectly,
more than fifty percent (50%) of the
voting stock of another Person, or

(b) that a Person has the actual ability to
control and direct the management of the
entity, whether by contract or otherwise.

“BMS Data” means all clinical and other data, as well
as any subject medical data or BMS Confidential
Information, provided by, through or on behalf of
BMS to Institution and Investigator in order to
perform the Research.

"Confidential Information" has the meaning set forth
in Article 10.1.

"Research” shall mean the research project described
in Exhibit A hereto entitled “IM101240 - An
Observational Registry of Abatacept in Patients
with Juvenile Idiopathic Arthritis.”

"Research Results" shall mean any data, information
and works of authorship produced in the performance
of the Research, including without limitation any
patient interview instruments, models, algorithms,
surveys reports, analyses, spreadsheets, databases,
abstracts, papers or other publications, used or
prepared by or under the direction of the Institution or
any other personnel engaged by Institution in
accordance with this Agreement to assist in
performing the Research.

Article 2 - Research Support

Institution, including Institution’s personnel involved
in the Research, shall perform the Research under this
Agreement in accordance with Exhibits A and B
attached hereto. In consideration of the performance
of the Research by Institution and Investigator,
Institution will be paid in accordance with Exhibit B
attached hereto. Such compensation is inclusive of all
direct and indirect costs (including overheads and
expenses) that will be incurred by Institution in
performing the Research.

kontrolovana, kontroluje alebo je pod spolo¢nou

kontrolou = BMS, pricom na tento  ucel

,.kontrolovat™ znamena

(a) vlastnictvo, priame alebo nepriame
patdesiatich (50 %) alebo viac percent
hodnoty hlasovacieho prava inej osoby,
alebo

(b) préavo na vedenie a riadenie manaZzmentu
subjektu  podla  zmluvy  alebo
podobného zavazku.

,Udaje BMS* znamenaju vietky klinické a iné udaje,

ako aj zdravotné informacie o pacientovi alebo
doverné informacie BMS, ktoré boli prostrednictvom
BMS, alebo v jej mene poskytnuté InStitucii a
SkuSajucemu za ucelom vykonu vyskumu.

,Doverné informacie“ podla definicie uvedenej v
Clanku 10.1.

,»Vyskum®“ znamena vyskumny projekt popisany v
Prilohe A tejto zmluvy pod ndzvom ,IM101240 —
Observacny register pacientov s juvenilnou
idiopatickou artritidou, lieCenych abataceptom®.

»Vyskumné vysledky“ znamenaju vsetky udaje,
informacie a autorské prace vytvorené pri vykone
vyskumu, vratane nastrojov na rozhovory s pacientom,
modely, algoritmy, spravy z prieskumu, analyzy,
harky, databazy, abstrakty, referaty alebo iné
publikacie, pouzité alebo vypracované Institticiou
alebo pod jej vedenim, alebo personalom pod vedenim
Institacie v stulade s touto Zmluvou na pomoc pri
vykondvani vyskumu.

Clinok 2 — Vyskumna podpora

Institacia, vratane personalu Institicie zapojen¢ho do
tohto vyskumu, bude vykonavat vyskum podla tejto
Zmluvy v sulade s Prilohami A a B tejto Zmluvy. V
suvislosti s vykondvanim vyskumu InStiticiou a
Skusajucim bude InStittcii vyplatena platba v sulade s
Prilohou B tejto Zmluvy. Tato odmena zahfiia vSetky
priame a nepriame naklady (vratane reZijnych
ndkladov a vydavkov), ktoré InStiticii vznikni pri
vykone tohto vyskumu.
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3.1

Article 3 - Performance of Research

Institution shall perform the -Research in
accordance with the terms and conditions of this
Agreement and prudent research, accepted
scientific practices and in accordance with all
applicable laws and regulations governing the
Research. Institution will use best efforts to
complete the Research, and deliver and submit
all reports and papers contemplated by the
Research within the time frames, as set forth on
Exhibit B. Without limiting its obligations
under this Agreement, Institution must perform
the Research in accordance with the protocol
attached hereto as Exhibit A.

3.2 Should the Research contemplate or require that

Institution obtain and use medical records (and
information contained thereon) of any third
party (other than medical records that may be
made available or supplied by BMS or CRO),
represents and warrants that all consents and
authorizations for the access and use of all such
medical records (and information) and for the
use of any research results and Inventions
derived there from, as contemplated by this
Agreement, shall be duly obtained in
accordance with applicable law (including the
Act No. 122/2013 Coll. dated April 30, 2013 on
the Protection of Personal Data) prior to such
access and use, whether by authorization by
Ethics Committee (EC) approval or waiver, or
otherwise. Investigator shall be solely
responsible for ensuring that such consents and
authorizations are duly obtained. Institution
shall defend, indemnify and hold CRO and
BMS harmless from any claim, loss, damages,
suit, proceeding, cost or expense arising out of
any failure to obtain any such consent or
authorization.

3.3 Should the Research contemplate or require that

Institution obtain and use databases, information
or data supplied by a third party, Institution
shall be responsible for the cost, if any, of
obtaining and using any such use databases,
information or data and for ensuring that the
same may be used in accordance with the terms
of this Agreement.

3.4 Institution will take appropriate steps to inform all

Clanok 3 — Vykonavanie vyskumu

3.1 InStiticia bude vykonavat vyskum v suilade s

podmienkami tejto Zmluvy a obozretného
vyskumu, uznavanej vedeckej praxe a v sulade so
vSetkymi  platnymi pravnymi predpismi a
nariadeniami, ktorymi sa riadi tento vyskum.
InStiticia a Skuasajuci vynaloZia vSetko svoje
usilie na ukonéenie tohto vyskumu, dorucenie a
predlozenie vSetkych sprav a dokumentov z
vyskumu v ¢asovom ramci stanovenom Vv
Prilohe B. Institucia musi vykonavat’ vyskum v
sulade s protokolom prilozenym k tejto Zmluve
ako Prilohe A bez obmedzenia svojich zédviazkov
podla tejto Zmluvy.

3.2 Ak bude vyskum predpokladat’ alebo vyzadovat,

aby InStitucia ziskala a pouzila zdravotné
zaznamy (a informacie v nich uvedené) tretej
strany (iné ako zdravotné zdznamy, ktoré su
dostupné alebo poskytované spolo¢nostou BMS
alebo CRO), berie na vedomie a zarucuje, Ze
vSetky sthlasy a opravnenia na pristup a pouZitie
vSetkych takychto zdravotnych zidznamov (a
informacii) a pouzitie vysledkov vyskumu a
vynalezov odvodenych z tychto zdznamov, ako
predpokladé tato Zmluva, budu ziskané nalezite v
sulade s platnym zdkonom (vratane zdkona C¢.
122/2013 Zb. z 30. aprila 2013 o ochrane
osobnych udajov) pred pristupom a pouzitim, ¢i
uz pomocou schvélenia alebo vynimky zo strany
etickej komisie (EC), alebo inak. Skusajuci bude
samostatne zodpovedny za zaruCenie spravneho
ziskania takychto sthlasov a opravneni. Institicia
poskytne odSkodnenie, ochranu a zbavi CRO a
spoloénost BMS zodpovednosti za vSetky
naroky, straty, Skody, Zaloby, konania, naklady
alebo vydavky vzniknuté z neziskania tychto
schvaleni alebo opravneni.

3.3 Ak bude vyskum predpokladat’ alebo vyzadovat,

34

aby InStitacia ziskala a pouzila databazy,
informacie alebo tudaje poskytované tretou
stranou, InStitacia bude zodpovedna za naklady,
ak vzniknu, na ziskanie a pouzivanie takychto
databdz, informécii alebo udajov a zaruci, Ze
tieto, v sulade s podmienkami tejto Zmluvy,
moézu byt’ pouZzité.

prislusné kroky,

Institicia uskutocni aby
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3.5

3.6

4.1

Research personnel of their obligations under
this Agreement and to obtain their agreement to
abide by the terms and conditions of this
Agreement in the same manner as Institution.

The Institution certifies and warrants that, if the
research involves the prospective therapeutic
treatment of patients, assignment of a patient to
a particular therapeutic strategy must not be
decided in advance by the study protocol/plan,
but must fall within current medical practice and
the prescription of medicine must be clearly
separated from the decision to include the
patient in the study. Further, no additional
diagnostic or monitoring procedures shall be
applied to the patients and epidemiological
methods shall be used for the analysis of the
collected data.

If the Research is part of a multi-centre study
(which, for the purposes of this Agreement,
shall mean that at least one other institution is
taking part in the Research) BMS may amend
the number of Research subjects to be recruited
in order to meet overall study enrollment
timelines as follows:

(a) CRO may give notice to the institution to
cease enrollment and the terms of the
Agreement shall thereafter relate to the
number of Research subjects who have
been accepted for treatment in the study at
the date of such notice; or

(b) CRO may with the agreement of Investigator
increase the number of Research subjects

to be recruited.

Article 4 - Reports and Conferences

CRO representatives will have reasonable
opportunities to consult informally with the
Institution by telephone and, upon reasonable
notice, to visit and inspect the Research facility
to verify and discuss the progress and results of
the Research, as well as ongoing plans or
changes thereto, and to copy (subject to patient
confidentiality and the requirements of the Act
No. 122/2013 Coll. dated April 30, 2013 on the
Protection of Personal Data and Act No.
576/2004 Coll. On healthcare, healthcare-related

3.5

3.6

informovala vsetkych ¢lenov vyskumného timu o
ich zavizkoch na zaklade tejto Zmluvy a ziskaju
od nich suhlas s dodrziavanim podmienok tejto
Zmluvy v rovnakom rozsahu, ako Institdcia.

InStiticia potvrdzuje a zaruCuje, ze ak bude
vyskum zahriiat' prospektivnu indikovanu lie¢bu
pacientov, nebude  pridelenie  prislusnej
terapeutickej  stratégie  stanovené  vopred
protokolom/planom Studie, ale v sulade so
suasnou lieCebnou praxou a predpisovanie
liekov bude jasne oddelené od rozhodnutia
zaradit' pacienta do Studie. Taktiez nebudu

pouzit¢ Ziadne dalSie diagnostické alebo
monitorovacie  procediury a na analyzu
zhromazdenych udajov budu pouzité

epidemiologické metody.

Ak je vyskum sucastou multicentrickej Studie (Co
na ucely tejto Zmluvy znamend, Ze na vyskume
sa zuCastiiuje eSte minimdlne jedna dalSia
inStitucia), méze spolocnost BMS upravit’ pocet
subjektov vyskumu, ktori budu zaradeni, aby boli
splnené  celkové  Casové  harmonogramy
zarad’ovania do $tudie nasledovne:

CROméze oznamit  inStitGcii, aby
ukonlila zarad'ovanie a podmienky
Zmluvy sa budu preto nésledne vzt'ahovat’
k poctu subjektov vyskumu, ktory bol
schvaleny na liecbu v S$tadii v den
takéhoto ozndmenia, alebo

(a)

(b) CROmo6ze po dohode so Skusajucim zvysit
poclet zaradenych subjektov vyskumu.

Clanok 4 — Spravy a konferencie

4.1 Predstavitelia CRObudd mat’ primerani moznost’

neformalne telefonicky konzultovat’ s Instituciou
a na zéklade predchadzajuceho oznamenia
navstivit’ a kontrolovat’ zariadenie vyskumu, aby
overili a prediskutovali progres a vysledky
vyskumu, ako aj prebiehajuce plany alebo zmeny
a ziskali koépie (v stlade s ochranou dovernych
udajov pacienta a poziadaviek zakona ¢.
122/2013 Z.z. zo dna 30. aprila 2013 o ochrane
osobnych udajov a zékona ¢. 576/2004 Z.z. o
zdravotnej starostlivosti, sluzbach v stvislosti so
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services and on the amendment and
supplementing of certain laws) relevant research
records. :

42 BMS and its Affiliates shall be entitled, at all
times during and after termination of the
Research or this Agreement, to use, copy,
distribute, and permit others to use any Research
Results, for any purpose, without further
obligation or liability to Institution. Institution
hereby grants to BMS and its Affiliates a fully
paid-up, non-exclusive, perpetual,
sublicensable, and irrevocable right and license
under any copyright rights owned or controlled
by any of them with respect to such Research
Results to use, copy, make derivative works,
distribute and permit others to use such
Research Results for any purpose throughout the
world. Institution agrees that Institution will not
grant any rights under the copyright laws in the
Research Results to:

(a) any for-profit entity or

(b) to any non-profit entity for the purpose of
conducting commercial research (i.e.,
research in which a commercial entity has
rights or an option to obtain rights).

4.3 Institution represents and warrants that all “works
of authorship” (as such term is defined in the
U.S. Copyright Code and applicable local law)
authored by any of them under this Agreement
shall be original and independently authored,
unless otherwise identified to BMS in writing
prior to the commencement of same.

Article 5 - Publicity

5.1 Except as otherwise authorized by this Agreement,
no party will use the name of another or BMS,
nor of any of its employees or members of its
Research staff, in any promotion or advertising
without the prior written approval of an
authorized representative of the other party or
BMS.

zdravotnou starostlivostou a o zmene a doplneni
niektorych zakonov) relevantnych vyskumnych
Z4znamov.

4.2 Spolo¢nost’ BMS a jej pridruZené spolocnosti su
opravnené, vzdy polas a po ukonceni vyskumu
alebo tejto Zmluvy, pouzivat, kopirovat,
distribuovat’ a povolit’ inym pouzivat vysledky
vyskumu na akykol'vek ucel bez dalSieho
zavizku alebo zodpovednosti voc¢i Institdcii.
IndtitGcia tymto udeluju spolo¢nosti BMS a jej
pridruzenym  spolo¢nostiam  plne  splaten€,
nevylucné, ¢asovo neobmedzeng,
sublicencovatelné a neodvolatelné pravo a
licenciu podla vSetkych autorskych prav
vlastnenych alebo riadenych ktoroukol'vek z nich
s ohladom na pouzivanie, kopirovanie,
vypracovanie odvodenej prace, distribuovanie a
povolenie inym pouzivat vysledky vyskumu na
vietky ucely na celom svete. InStiticia a
Skusajuci suhlasia, ze neudelia Ziadne prava v
ramci autorskych prav na vysledky vyskumu:

(a) ziadnej ziskovej organizacii ani

(b) ziadnej neziskovej organizacii na UCely
vykonavania komeréného vyskumu (napr.
vyskumu, v ktorom méa komerCna
organizicia prava alebo moZnost’ ziskat
prava).

4.3 Institacia berie na vedomie a zaruCuje, ze vSetky
mautorské prace” (ako je tento pojem definovany
v kodexe autorskych prav USA a platnom
miestnom zékone) napisané ktorymkol'vek z nich
podla tejto Zmluvy budu origindlne a vytvorené
nezavisle, pokial’ nie je pisomnou formou inak
uréené spolo¢nosti BMS pred zaliatkom
vypracovania.

Clinok 5 — Publicita

5.1 Okrem pripadov, ktoré povoluje tito Zmluva,
7iadna zmluvna strana nebude pouzivat meno
druhej zmluvnej strany alebo spolo¢nosti BMS,
jej zamestnancov alebo ¢lenov vyskumného timu
v Zziadnej propagacii alebo reklame bez
predchadzajuceho pisomného povolenia
autorizovanym zastupcom druhej strany alebo
spolo¢nosti BMS.
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Article 6 - Publications

6.1 Institution shall be permitted to publish the results
of the Research in accordance with the Protocol
and this Agreement. If the Research is part of a
multi-center study, Institution (including its
employees) may not publish or present results
from its participation in the Research before to
the first multi-center study publication unless
obtaining prior written consent from BMS.
However, in the event a multi-center publication
is not made within twelve (12) months after
conclusion of the study at all participating sites,
or such shorter period as may be mandated by
local laws, Institution may publish its research
results in accordance with Section 6 of this
Agreement.
6.2 Institution will submit to BMS a copy of any
proposed publication (and a reasonably detailed
description of any such oral presentation or other
public disclosure) at the earliest practicable time,
but in any event within the following time
frames:

(a) At least thirty (30) days prior to any
proposed submission for publication
of any manuscript or any presentation
or other public disclosure date; and

(b) At least fifteen (15) days prior to
proposed submission for publication
of any abstract.

BMS may comment upon, but may not change, the
conclusions and content of any such publication or
presentation; provided, however, if requested by BMS
and subject to Section 10.1, the researchers making
the publication or presentation shall delete
Confidential Information of BMS that may be
contained therein. If BMS feels that information
contained in such publication is patentable and
communicates same in writing to Institution,
Institution agrees to delay submission or delivery of
such abstract, publication or presentation, as the case
may be, up to ninety (90) additional days to allow
BMS to file a U.S. or other applicable world-wide
patent application on same.

Clianok 6 — Publikicie

6.1 Institicia moze zverejnit' vysledky vyskumu v
sulade s Protokolom a touto Zmluvou. Ak je
vyskum  stfastou  multicentrickej  Studie,
InStitucia (vratane jej zamestnancov) nemozZe
zverejnit’ alebo prezentovat’ vysledky z ich ucasti
na vyskume pred prvou  publikaciou
multicentrickej Stidie, pokial na to ziskali
predchadzajuci pisomny suhlas od spolocnosti
BMS. V pripade, ak multicentricka publikacia
nebude vytvorena do dvanastich (12) mesiacov
od ukoncenia $tudie na vSetkych zacastnenych
pracoviskéach, alebo v ramci kratSiecho obdobia,
ktoré uruji miestne zakony, InStitGcia moze
zverejnit’ svoje vysledky vyskumu v sulade s
Castou 6 tejto Zmluvy.

6.2 Intitucia a Skusajuci predlozia spolo¢nosti BMS

kopiu vSetkych navrhovanych publikacii (a

primerane podrobny popis akejkol'vej takejto

ustnej prezentécie alebo iného zverejnenia) v ¢o
najkratSom case v kazdom pripade v ramci
nasledujucich ¢asovych ramcov:

(a) asport tridsat (30) dni pred
navrhovanym predloZzenim rukopisu
na publikdciu alebo pred datumom
prezentdcie ¢i iné¢ho  verejného
zverejnenia a

(b) aspori pdtnast (15) dni pred
navrhovanym predloZenim

akéhokol'vek abstraktu na publikdciu.

Spolo¢nost BMS moéze pripomienkovat’, ale nemoze
zmenit zévery a obsah akejkol'vek publikacie alebo
prezentdcie, avSak, na ziadost spoloCnosti BMS a
podla casti 10.1, vyskumni pracovnici, ktori
vypracovali publikdciu alebo prezentaciu vymazu
doverné informacie spolo¢nosti BMS, ktoré by v nich
mohli byt’ zahrnuté. Ak spolo¢nost’ BMS uvazi, ze su
informacie  obsiahnuté v  takejto  publikacii
patentovatelné a pisomne to oznami Instittcii alebo
Skusajucemu (ako je to vhodné), Institucia sahlasii, Ze
odlozi predloZzenie alebo dodanie tohto abstraktu,
publikacie alebo prezenticie o dalSich maximadlne
devétdesiat (90) dni, aby mohla spolo¢nost BMS
predloZit’ Ziadost' na patent v USA alebo v inej
krajine.
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6.3 The authorship and contents (including scientific

7.1

8.1

conclusions and professional judgments) of any
paper submitted shall be determined according to
the guidelines set forth by Edward Huth in the
Annals of Internal Medicine, 1986: 104:269-274.

Article 7 - Intellectual Property

All ideas, methods, inventions, discoveries,
information, reports and all other proprietary or
protectable matters held by each party or BMS
prior to the date hereof shall remain the sole
property of such party or BMS. To the extent the
work performed by the Institution pursuant to
this Agreement results in the conception or
creation of new ideas, methods, inventions,
discoveries, information, reports or other
materials (collectively “newly created material™)
based upon or including any BMS confidential or
proprietary information, such newly created
material shall be deemed and shall remain the
sole property of BMS.

Article 8 - Indemnification

Any indemnification of Institution or Investigator
by Sponsor will be through an agreement directly
between Institution and Sponsor upon written
request. Requests for such letters should be faxed
to the attention of Natalie Kern, Project Manager
at 609-720-5271.

8.2 Under no circumstances shall either party be

9.1

entitled to incidential, indirect, consequential or
special damages under any theory of law arising
in connection with such default or breach of the
other party’s obligation under this Agreement, or
any documents related thereto.

Article 9 - Term and Termination

This Agreement shall become effective as of the

date of signature of the last party and shall
continue in effect until the conclusion of the
Research, unless this Agreement is sooner
terminated

6.3 Autorstvo a obsah (vratane vedeckych zaverov a

7.1

8.1

profesionalnych posudkov) akéhokol'vek
predlozeného dokumentu bude urcené podla
smernic stanovenych Edwardom Huthom v
Annals of Internal Medicine, 1986: 104:269-274.

Clanok 7 — DuSevné vlastnictvo

Vsetky néapady, metoédy, vynalezy, objavy,
informdcie, spravy a vSetky ostatné patentované
alebo chranené zalezitosti vo vlastnictve kazdej
zmluvnej strany a spolo¢nosti BMS pred
datumom tejto zmluvy zostavaju vyluénym
vlastnictvom tejto zmluvnej strany alebo
spolo¢nosti BMS. Ak bude vysledkom rozsahu
prace vykondvanej InStiticiou podla tejto
Zmluvy koncept alebo vznik novych myslienok,
metdd, vynalezov, objavov, informdcii, sprav
alebo inych materidlov (spolo¢ne d’alej len ,,nové
vytvorené materidly™) zaloZzenych na alebo

zahffiajacich ~ doverné  alebo  patentované
informécie spolo¢nosti BMS, tieto nové

vytvorené materidly sa stand a zostand vo
vyluénom vlastnictve spolo¢nosti BMS.

Clanok 8 — Odskodnenie

Akékol'vek  odSkodnenie  InStitucie  alebo
Skusajuceho Zadavatelom sa uskutoéni na
zaklade priamej dohody medzi InStituciou a
Zadavatelom na zéklade pisomnej ziadosti.
Ziadosti o tieto dokumenty majui byt odoslané
faxom na vedomie Natalie Kern, projektovy
manaZz€r na ¢islo 609-720-5271

8.2 Ziadna zo stran nie je za zadnych okolnosti

opravnend na nahradu za nahodné, nepriame,
nasledné alebo Speciadlne $kody podla ziadnej
pravnej tedrie, ktoré vzniknu v savislosti s
neplnenim  alebo  poruSenim  povinnosti
vyplyvajicich z tejto zmluvy alebo s tiou
suvisiacich dokumentov inou stranou.

Clanok 9 — Terminy a vypovedanie zmluvy

9.1 Tato Zmluva vstipi do platnosti dditumom podpisu

poslednej zmluvnej strany a bude platit az do
ukoncenia vyskumu, pokial nebude Zmluvy
vypovedana skor
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(a) by CRO with or without cause upon 30 days
written notice to Institution; or

(b) by Institution or Investigator, for material
breach of this Agreement by CRO that is
not cured within thirty (30) days following
receipt by CRO of written notice
specifying such breach.

9.2 Termination of this Agreement by either party | 9.2
pursuant to section 9.1 shall not affect the rights
and obligations of the parties accrued prior to
the effective date of termination of this
Agreement. No termination of this Agreement,
however effectuated, shall affect or release the
parties hereto from their rights and obligations
under Sections 3.2, 4.2, and 4.5, and under
Articles 5, 6, 8, and 10, as well as under any
other provision herein which, by its intent or
meaning, is intended to survive such
termination.

9.3 In the event of termination by either party in | 9.3
accordance with Section 9.1 herein, Institution
shall be compensated only for Study-related
work actually performed or reimbursed only for
expenses actually and reasonably incurred and
for non cancellable commitments actually
entered into by Institution through the effective
date of termination.

(@) CRO bez alebo s udanim dbévodu s
vypovednou lehotou 30 dni od pisomného
oznamenia InStitucii a Skasajucemu, alebo

(b) Instituciou alebo Skusajucim z dovodu
zavazného poruSenia tejto Zmluvy CRO,
ktoré nie je napravené do tridsiatich (30) dni
od prijatia pisomného upozornenia na
takého porusenie CRO.

Vypovedanie tejto Zmluvy ktoroukol'vek zo
zmluvnych stran podla Casti 9.1 nebude mat
vplyv na prava a zavazky zmluvnych stran, ktoré
vznikli pred datumom uCinnosti vypovedania
tejto Zmluvy. Vypovedanie tejto Zmluvy,
akokol'vek uskutonené, vSak neovplyvni ani
nezbavi zmluvné strany tejto Zmluvy ich prav a
zavazkov podla casti 3.2, 42 a 4.5 a podla
Clankov 5, 6, 8 a 10 ako aj podla inych
ustanoveni tejto zmluvy, ktoré svojim ucelom
alebo vyznamom pretrvavaju v platnosti aj po
vypovedani zmluvy.

V pripade vypovedania zmluvy jednou zo
zmluvnych stran v sulade s Castou 9.1 tejto
Zmluvy bude Institucii vyplatend kompenzacia
iba za skutofne vykonanu pracu v suvislosti so
Studiou alebo za skuto¢né a primerané vydavky a
za nezruSitelné zavizky, ktoré InstitGcia prijala
do datumu Gcinnosti ukoncenia platnosti zmluvy.

Article 10 — Confidentiality; Representations and Clanok 10 — Dovernost’, zastupenie a zaruky

Warranties

10.1 In order to facilitate the Research, CRO may | 10.] CROmoéZe na podporu vyskumu poskytnit

disclose to the Institution information that it
considers confidential or proprietary
("Confidential Information"). Institution will
hold in confidence any Confidential Information
disclosed, and will not wuse Confidential
Information for any purpose except in
furtherance of the Research. Institution will take
reasonable and prudent precautions to protect and
to obligate its employees, contractors and other
researchers to protect the Confidential
Information disclosed by either BMS or CRO
pursuant to this Agreement. This obligation of
confidentiality shall not, however, apply to
information which:

InStitacii informdécie, ktoré si povaZované za
doverné alebo patentované (d’alej len ,,doverné
informacie®). InStitGcia bude uchovavat v
tajnosti vSetky poskytnuté doverné informacie a
nebudu tieto doverné informacie pouzivat' na iné
ucely ako pomoc pri vyskume. InStitucia
podnikne primerané a uvazené opatrenia na
ochranu dévernych informacii a zaviazu svojich
zamestnancov, dodavatel'ov a inych vyskumnych
pracovnikov, aby chranili déverné informacie
poskytnuté bud’ spolo¢nostou BMS alebo CRO v
sulade s touto Zmluvou. Tento zavdzok
dovernosti sa vSak nevzt'ahuje na informacie,
ktoré:
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(a) was known to the receiving party or its
Affiliates prior to the time of disclosure, as
demonstrated by competent written
evidence;

(b) was part of the public domain prior to the
time of disclosure;

(c) becomes part of the public domain after the
time of disclosure other than through any
act or omission of the Institution in breach
of this agreement; or

is disclosed to the Institution without
restriction as to confidentiality, from a
third party not under an obligation of
confidentiality, direct or indirect, to CRO
or BMS not to disclose such information to
others; or

(d)

(e) is independently developed by Institution
without access to, use of, or regard to the

information disclosed to it by the other.

The above confidentiality and non-use obligations
shall expire five (5) years following the conclusion of
the Research hereunder; provided, however, that these
obligations shall continue indefinitely with respect to
the BMS Data provided to Institution unless and until
released by BMS in writing (but only a writing signed
by a Vice President or higher shall be sufficient).

10.2 Institution warrants that:
(a) Institution has the requisite power and
authority and the legal right to enter into
the Agreement and to perform its
obligations hereunder, and has taken all
necessary action on its part to authorize the
execution and delivery of the Agreement
and the performance of its obligations
hereunder;
(b) this Agreement has been duly executed and
delivered on its behalf and is a legal and
valid obligation binding upon it and is
enforceable in accordance with its terms;
(c) the execution, delivery and performance of
this Agreement by such party does not

boli zname prijimatelovi pred ich
poskytnutim, ¢o je pisomne dokazatel'né,

(a)

(b) boli verejné uz pred ich poskytnutim,

(c) stali sa verejnymi po ich poskytnuti inym
sposobom, nez konanim alebo opomenutim
Institdcie, porusujicim tuto zmluvu, alebo

(d) st poskytnuté Institucii bez obmedzenia
dovernosti tret'ou stranou, ktora nema voci
CROalebo spolo¢nosti BMS priamy alebo
nepriamy zaviazok dovernosti neposkytovat’
takéto informacie inym, alebo

su nezdvisle vytvorené InStiticiou bez
pristupu k, pouzitia alebo ohladu na
informacie poskytnuté Institdcii inymi.

(e

Vyssie uvedené zaviazky dovernosti a nepouZivania
informécii buda platit' pat (5) rokov od ukoncenia
vyskumu, za predpokladu, ze s ohl'adom na udaje
BMS poskytnuté Institucii budu tieto zdvizky platné
na dobu neur¢itu, pokial' neboli pisomne uvolnené
spolo¢nostou BMS (dostatoény vSak bude iba

dokument s podpisom osoby s funkciou
viceprezidenta alebo vysSou). '
10.2 Institucia zarucuje, Ze:

(a) InStiticia ma potrebné pravomoci a
opravnenia a zakonné pravo na uzatvorenie
tejto Zmluvy a na vykon svojich zavizkov
podla tejto Zmluvy a prijali na svojej strane
vietky potrebné kroky na oprdvnenie
vykonu a splnenia tejto Zmluvy a vykon
svojich zavdzkov podl'a tejto Zmluvy,

(b) tito Zmluva bola riadne podpisand a

dorucena v jej mene a predstavuje zakonny
a platny zavéazok a je vykonatel'na v sulade s
jej podmienkami,

uskuto¢nenie, dorucenie a vykon tejto
Zmluvy takouto stranou neporusuje, ani nie

(c)
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11.1

11.2

11.3

violate or conflict with any agreement,
instrument or understanding, oral or
written, to which it is a party or by which it
may be bound, nor violate any law or
regulation of any court, governmental body
or administrative or other agency having
authority over it.

(d) all necessary consents, approvals and
authorizations of all  governmental
authorities and other persons including
employers required to be obtained by it in
connection with the performance of this
Agreement by such party have been
obtained.

Article 11 - Miscellaneous

This Agreement, together with the Exhibits
annexed hereto, constitutes the entire
understanding between CRO and Institution
with respect to the subject matter hereof, and
supersedes and replaces all prior agreements,
understandings and writings between these
parties as to said subject matter. Any
inconsistency between the terms of this
Agreement and any Exhibit shall be resolved in
favor of the text of this Agreement.

Legal notices hereunder shall be deemed made
if given by registered or certified mail, postage
prepaid or by any other method capable of
providing reasonable proof of receipt thereof,
and addressed to the party to receive such notice
at the address first set forth above or at such
other address as may hereafter be designated by
a party in writing.

This Agreement may be amended or
supplemented only by a written instrument
executed by all parties. No provision of this
Agreement may be waived by any act, omission
or knowledge of a party or its agents or
employees, but only by a writing expressly
waiving such provision and signed by the
waiving party. The failure of a party at any time
or times to require performance of any provision
hereof shall in no manner affect its rights at a
later time to enforce the same. No waiver by a
party of any condition, remedy or term in any
one or more instance shall be construed as a

je v konflikte s inou zmluvou, néstrojom
alebo dohodou, ustnou alebo pisomnou,
ktorou je tato strana viazand, ani neporusuje
ziadny zakon alebo nariadenie sudu,
vladneho tradu alebo administrativneho
alebo iného uradu s prisluSnym opravnenim,

(d) vSetky potrebné suhlasy, schvalenia alebo
opravnenia vSetkych Statnych uradov a
inych osdb, vratane zamestnavatel'ov, ktoré
je potrebné ziskat' v suvislosti s vykonom
tejto Zmluvy, boli zmluvnou stranou
ziskané.

Clanok 11 — Rozne

11.1 Tato Zmluva spolu s jej prilohami predstavuje

celu dohodu medzi CRO a Instituciou s ohl'adom
na predmet zmluvy a rusi a nahradza vSetky
predchadzajuce zmluvy, dohody a pisomnosti
medzi tymito stranami v stvislosti s predmetom
tejto Zmluvy. Akékol'vek nezrovnalosti medzi
podmienkami tejto Zmluvy a prilohou budd
vyrieSené v prospech textu tejto Zmluvy.

11.2 Pravne oznamenia na zéklade tejto zmluvy sa

budu povazovat za dorucené, ak budu odoslané
registrovanou alebo  doporuCenou  poStou,
predplatenym poStovnym alebo inou metddou,
ktora poskytuje primerany ddkaz o prijati a ak
budi adresované zmluvnej strane na adresu
uvedenu vysSie, alebo na ina adresu, ktord moze
byt neskor pisomne uréend zmluvnou stranou.

11.3 Tato Zmluva sa moZe doplnit’ alebo zmenenit iba

pisomnym dokumentom prijatym vSetkymi
zmluvnymi stranami. Zmluvna strana sa nemoze
vzdat ziadneho wustanovenia tejto Zmluvy
#iadnym konanim, opomenutim alebo znalost'ou
zmluvnej strany alebo jej zastupcov alebo
zamestnancov, ale jedine pisomne s uvedenim
vzdania sa prislusného ustanovenia s podpisom
vzdavajicej sa strany. Ak zmluvnd strana
v uréitom pripade alebo pripadoch netrvd na
plneni niektorého ustanovenia tejto zmluvy,
neznamena to, Ze to ovplyvni jej prava uplatnit’
dané ustanovenie neskér. Zrieknutie sa
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continuing waiver of such condition, remedy or
term or any other condition, remedy or term on
any successive occasion. :

11.4 No obligations or rights under this Agreement
may be assigned or delegated by Institution
without the prior written consent of CRO
(which consent shall not be unreasonably
withheld). This Agreement shall be binding
upon and inure to the benefit of and be
enforceable by the parties hereto and their
respective  heir, legal and  personal
representatives, successors and  permitted
assigns. If required by the circumstances in
order not to compromise the Research progress,
CRO may assign any or all of its rights or
obligations under this Agreement to BMS upon
10 days notice without the consent of
Institution.

11.5 This Agreement shall be governed by, interpreted
and enforced in accordance with the laws of
Slovak Republic, without regard or giving
effect to its principles of conflict of laws, and
each party agrees to irrevocably submit to the
jurisdiction of the Slovak Republic courts.

11.6 Each party hereby assumes any and all risks of
personal injury and property damage
attributable to the acts or omissions of that party
and its trustees, directors, officers, employees,
representatives, students, post-docs, faculty and
agents.
11.7 For purposes of this Agreement and in the
performance of all services hereunder, the
relationship of CRO to Institution is, and shall
be deemed to be, one of independent contractors
and not as agents or employees of one to the
other.

Institution’s employees, contractors or other personnel
are not, or are not intended to be treated for any
purpose as, employees or agents of CRO or BMS.
Neither CRO, nor BMS shall be responsible to
Institution or Institution’s personnel or to any
governmental entity for any benefits (including,
without limitation, vacation and holiday remuneration,
healthcare coverage or insurance, life insurance,

akejkol'vek podmienky, napravy alebo terminu
zmluvnou stranou v jednom alebo viacerych
pripadoch sa nebude povazovat’ za pretrvavajice
zrieknutie sa tejto podmienky, napravy alebo
terminu pri nasledujuce;j prileZitosti.

11.4 Institucia nemoéze pridelit’ alebo postupit’ Ziadne
zavdzky alebo prava bez predchadzajiceho
pisomného suhlasu CRO (ktora takyto suhlas
nemoZe neoddvodnene odopriet’). Tato Zmluva
bude zavézna a ucinna v prospech a vymahatel'na
zmluvnymi stranami a ich néaslednymi dedi¢mi,
zakonnymi  alebo  osobnymi  zastupcami,
nastupcami a povolenymi nadobudatelmi. Ak si
to vyzaduju okolnosti a aby nebol naruSeny
priebeh vyskumu, moéze CROpostipit niektoré
alebo vSetky prava a povinnosti tejto Zmluvy
spolo¢nosti BMS po oznameni s 10 driovou
lehotou bez suhlasu Institacie.

11.5 Tato Zmluva je riadend, interpretovand a
vymahatelna v sulade so zakonmi Slovenskej
republiky, bez ohladu alebo vplyvu na jej
zasady konfliktu zékonov a kazd4 zmluvna strana
suhlasi, Ze sa neodvolatelne podrobi jurisdikcii
sudov Slovenskej republiky.

11.6 Kazda strana tymto prijima akékol'vek a vSetky
rizikd ujmy na zdravi a Skody na majetku, ktoré
moézu vzniknat pri ikonoch alebo opomenutiach
zmluvnej strany a jej spravcov, riaditelov,
uradnikov, zamestnancov, zastupcov, Studentov,
postgradualnych Studentov, fakulty a agentov.

11.7 Na ucely tejto Zmluvy a pri vykone vsetkych
sluzieb podla tejto Zmluvy sa vztah medzi
CROa Institiciou rozumie ako vztah nezavislého
dodavatel'a a nie agenta alebo zamestnanca a
zamestnavatel'a.

Zamestnanci InStitacie, dodavatelia alebo iny personal
nie su, ani sa pre ziadny ucel nepovazuju za
zamestnancov alebo agentov CRO alebo spolo¢nosti
BMS. CROani spolo¢nost BMS nie su zodpovedné
voci Institucii alebo jej personalu, alebo vladnej entite
za akékol'vek vyhody (vratane odmeny pocas
dovolenky a dni vol'na, zdravotného poistenia alebo
poistenia, Zivotného poistenia, dochodku alebo vyhod
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pension or profit-sharing benefits and disability
benefits), payroll-related taxes or withholdings, or any
governmental charges or benefits (including without
limitation unemployment and disability insurance
contributions or benefits and workmen's compensation
contributions or benefits) that may be related in any
way to any compensation paid by Institution to its
personnel, all of which shall be the sole responsibility
of Institution and Institution shall indemnify and hold
CRO and BMS harmless from and against any claims
or payments relating to same. All such matters of
compensation, benefits and other terms of
employment for any personnel used by Institution
shall be solely a matter between Institution and such
individual(s) or entities.

Institution may not use any subcontractors in
performance of the Research ("Subcontractees")
without the prior written consent of CRO. Any

arrangements  between  Institution and  such
Subcontractee(s) shall be evidenced by written
agreement(s) between Institution and such

Subcontractee(s) which are consistent with the terms
of this Agreement and which accord CRO the same
rights, benefits and options under such agreements as
CRO has hereunder with Institution. Institution will be
responsible  for the performance by such
Subcontractee of his/her obligations under such
agreements.

11.8 Each party acknowledges that it is not
authorized to make any representations or
warranties of any nature to any third parties on
behalf of the other.

11.9 Institution hereby certifies to CRO that
Institution is not disbarred under any applicable
local laws and regulations, nor will Institution
use any person who is so disbarred in any
capacity with respect to any of the Research,
and that this certification may be relied upon in
any drug approval applications to the U.S. Food
and Drug Administration. Institution agrees to
notify CRO of any change in the truth of this
certification.

11.10 So that BMS may fulfill its certification and
other financial disclosure obligations under 21
CFR Part 54 to the United States Food and Drug
Administration and such similar or other laws

podielu na zisku a vyhod z dovodu postihnutia), za
dane z prijmu alebo zrazky, alebo iné vladne poplatky
alebo vyhody (vratane prispevkov do poistenia v
pripade nezamestnania alebo postihnutia alebo vyhod
a prispevkov ku kompenzacii pracovnej sily), ktoré
mbézu byt nejakym spOésobom v suavislosti s
kompenzaciou vyplacanou InStiticiou persondlu.
Vsetky tieto platby su vyhradnou zodpovednostou
Institucie a InStiticia odSkodni a zbavi CROa
spolo¢nost BMS zodpovednosti za akékol'vek s tym
suvisiace naroky alebo platby. VSetky takéto
kompenzacie, vyhody a iné podmienky
zamestnaneckého vztahu personalu, ktoré vyuziva
Institacia budt vyluéne zalezitost'ou medzi Institiciou
a danou osobou(osobami) alebo entitami.

Institicia nemo6Ze vyuzit na vykondvanie vyskumu
subdodéavatelov (d’alej len ,subdodavatelia®) bez
predchadzajiiceho pisomného suhlasu CRO. Vsetky
dohody medzi Institaciou a takymto
subdodéavatel'om(-mi) musia byt zdokumentované v
pisomnej  zmluve(-ach) medzi  InStiticiou a
subdodavatel'om(-mi), ktora musi byt konzistentna s
podmienkami tejto Zmluvy a udelovat’ CRO rovnaké
prava, vyhody a moznosti ako tie, ktoré ma CROs
Institiciou na zaklade tejto Zmluvy. InStiticia bude
zodpovedna za vykon zavizkov subdodavatela podla
tychto zmluv.

11.8 Kazda zmluvna strana berie na vedomie, Ze nie je
opravnena poskytovat’ zabezpecenie alebo zaruky
akéhokol'vek druhu Ziadnej tretej strane v mene
druhej zmluvne;j strany.

11.9 Institacia tymto potvrdzuje CRO, ze InStiticia
nie je podla platnych miestnych zakonov alebo
nariadeni vylu€ena z ui€asti na klinickom skuSani,
ani nebude vyuzivat’ osoby, ktoré su v nejakom
rozsahu vylu€ené z Cinnosti tykajucej sa
vyskumu ana toto potvrdenie je mozné sa
odvolat’ vo vsetkych ziadostiach na registraciu
licku podanych na Urad pre kontrolu potravin
alie¢iv USA. InStitucia suhlasi, Ze bude
CROinformovat o vSetkych zmenidch v
pravdivosti tohto potvrdenia.

11.10 Aby mohla spolo¢nost BMS splnit' vlastni
certifikiciu a iné zavdzky zverejiovania
finanénych udajov podla 21 CFR casti 54 voci
Uradu pre kontrolu potravin a lie¢éiv USA a
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and regulations as may from time to time
request disclosure of possible financial interests
between BMS and Institution, Institution shall
provide such financial disclosures to CRO as
CRO may request, on such forms as to CRO
may supply. During the time Institution is
conducting the Research and for 1 year
thereafter, Institution shall update such forms
promptly and provide them to CRO or BMS as
may be requested or whenever any material
change occurs in the information disclosed by a
previous form. Institution undertakes to ensure
that its personnel give their consent to the
transfer and disclosure of individual information
for the purposes of this article 11.10.

11.11 Institution represents, warrants and covenants
that any and all payments made by CRO under
this Agreement are properly reflected herein and
represent fair market value for services actually
rendered in accordance herewith. Institution has
not taken nor shall take any action or make any
payment or any promise of payment in violation
of, or which may cause Institution or, CRO to
violate, any applicable law including
prohibitions against bribery or payments to
government officials for corruptly obtaining or
retaining business. For purposes of reasonably
ensuring compliance with this provision,
Institution shall make available for audit by
CRO or BMS representatives and regulators,
upon CRO’s reasonable request at any time
during the term of this Agreement and
thereafter, books, records and  other
documentation relevant to Institution’s business
activities conducted pursuant to this Agreement.

podobnych alebo inych zdkonov a nariadeni,
ktoré mozu niekedy vyzadovat zverejnenie
moznych finanénych zaujmov medzi BMS a
InStitaciou, poskytne Institacia takého
zverejnenie finanénych udajov CRO, ktoré moze
CRO vyZziadat na formuldroch tiou dodanych.
Pocas vykonavania vyskumu Institiciou a 1 rok
potom bude Institucia bezodkladne aktualizovat
tieto formuldre a poskytovat ich CROalebo
spolo¢nosti BMS na vyziadanie, alebo vzdy, ked’
dojde k zavaznej zmene informacii uvedenych v
predchadzajicom  formulari.  InStitdcia  sa
zavizuje, ze zaruCi, aby jej persondl poskytol
suhlas na prenos a zverejnenie osobnych
informacii na ucely tohto ¢lanku 11.10.

11.11 InstitGcia vyhlasuje, zaruCuje a prislubuje, Ze
akékol'vek a vSetky platby uskuto¢nené CRO
podl'a tejto Zmluvy st prislusne vyjadrené v tejto
Zmluve a predstavuju realnu trhovi hodnotu za
sluzby, ktoré boli vykonané v stlade s touto
Zmluvou. Institucia neuskuto¢nila ani
neuskutoni Ziadne tukony, alebo platby, ani
neprislibi platbu v rozpore s platnymi
zakononmi a taktiez nevykona ni¢, ¢im by
Indtitucia alebo CROporusila akykol'vek zékon,
vratane zakazov tykajucich sa poberania uplatkov
alebo platieb Statnym uradnikom za korupcné
ziskanie alebo zachovanie obchodnych vyhod.
Na tucely primeraného zarucenia suladu s tymto
ustanovenim InStitiicia poskytne svoje uctovné
knihy, zdznamy a inu dokumentaciu, ktord je
relevantnd pre obchodné aktivity InStiticie
vykonavané v sulade s touto Zmluvou na audit
zastupcami CROalebo spolo¢nosti BMS a
zastupcami regulacnych uradov, na ziklade
primeranej Ziadosti CRO, a to kedykol'vek pocas
trvania platnosti tejto Zmluvy a neskor.
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EXHIBIT A: Protocol

| PRILOHA A: Protokol

Page: 1
Protocol Number: IM101240
Date: 07-Jan-2011
Revised Date: 21-Sep-2012

Observational Study Protocol IM101240

An Observational Registry of Abatacept in Patients with Juvenile Idiopathic Arthritis

Revised Protocol Number 01
Incorporate Amendment Number 01

Internal Investigator

A. L. Smitten, MD. ScD

311 Pennington-Rocky Hill Road
Pennington. NJ 08534

Telephone (office): 609-818-3512
Fax: 609-818-5864

Investigators

Pediatric Rheumatology Collaborative
Study Group

Cincinnati Children's Hospital Medical
Center

Division of Rheumatology. MLC 4010
3333 Burnet Avenue

Cincinnati, OH 45229

Telephone: 513-636-4495

Study Director

A. Gomez-Caminero, PhD, MPH
311 Pennington-Rocky Hill Road
Pennington. NJ 08534

Telephone (office): 609-818-5209
Fax: 609-818-5500

Investigators

Paediatric Rheumatology INtermational
Trials Organisation

Istituto G. Gaslini, Universita' di Genova
Pediatria II. Reumatologia

Largo Gaslini. 5

16147 Genova

ITALY

Telephone: +39-010-382854

Bristol-Myers Squibb Research and Development
311 Pennington-Rocky Hill Road
Pennington. NJ 08534

This protocol contains information that is confidential and proprietary to
Bristol-Myers Squibb (BMS)

Replace all previous version(s) of the protocol with this revised protocol and please
provide a copy of this revised protocol to all study personnel under your supervision, and
archive the previous versions.

Approved v5.0 930033007 5.0
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Page |
Protocol Number DM101 240
Dase  21-Sep-2012
Protocol IM101240: Az Observational Registry of Abatacept in Paments with
Amendment Namber 01
Site Number: All

Latermal Study Darecter
AL Seaieen, %D A Gomez-Casumero. PhD, MPH

3l Mpm-bilz%u 311 Pensangren-Rocky Hill R4
Pezmpon, NJT 085 Penningion. NJ 08534
Telephons (office): $09-818-3512 Telephone (ofSce) 609-815-5200

24-r WM
Itermanenal =|-248-844-7300

r Squibb Revearch and Development
Clinical Ressarch and Development

3!1%&!“
Penningron, NJ (8534

The: protacol amendment contam: mformanon that is confidesnial aud proprietary
ts Bristol-Avers Squibb (BALS)

roved ¢v1.9 FI00E5444 1.8
Rps
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STUDY NAME: An Observational Registry of
Abatacept in Patients with Juvenile Idiopathic
Arthritis -

Investigator: MUDr. Elena Koskova, PhD
Institution:Ndarodny 1stav reumatickych chréob
Piest'any

Institution and CRO agree upon the Budget and
Payment Schedule below, which lists the monies
expected to be earned if the full complement of
“qualified” patient(s) completes the Study. A
“qualified” patient(s) means a patient(s) who satisfies
the Protocol inclusion / exclusion criteria.

The Budget and Payment Schedule will be the basis
for calculating and reimbursing all Study-related
costs. It is agreed that reimbursement will be prorated
according to the actual work completed according to
the Budget and Payment Schedule. Therefore, costs
incurred for all qualified patients will be paid
according to the Budget and Payment Schedule and
actual work performed. All services rendered are
subject to reverse charge mechanism.

Enrolled patients are patients having signed the
informed consent document.

Payments will be made every July and January, based
on entry into the eDC system for the intervals from
time since enrollment according to the following
payment schedule:

Baseline Visit: € 800
Routine Visit: € 450
Lab Visit (including biomarker evaluation): € 525

These fees for the BMS registry are inclusive of
overhead/indirect costs, all additional local taxes and
VAT if due. The above fees are intended for a patient
with JIA receiving abatacept and enrolled in the
prospective part of the Pharmachild/BMS registry.

The final payment will be made after CRO has
received, thoroughly reviewed and determined that all
of the eCRFs have been properly completed and that
CRO has determined that Institution and Investigator
have properly performed all of their obligations under
the Protocol and this Agreement. The final payment

NAZOV STUDIE: Observacny register pacientov s
juvenilnou idiopatickou artritidou, lieCenych
abataceptom

Skuasajuci: MUDr. Elena Kos$kova, PhD
InStitacia: Narodny istav reumatickych chrob
Piestany

Institicia a CRO sa dohodli na niz$ie uvedenom
rozpocte a harmonograme platieb, ktory uvadza sumy
vyplatené, ak kone¢ny pocet
Jkvalifikovanych®  pacientov  ukon&i  Studiu.
,Kvalifikovany* pacient(-i) znamena pacient(-i), ktory
spifia kritéria pre zaradenie / vylugenie v sulade s
protokolom.

Rozpocet a harmonogram platieb budu zakladom pre
vypoCet a uhradu vsetkych ndkladov v suvislosti so
Studiou. Podla dohody bude thrada pomerna ku
skutotne ukoncCenej praci v stlade s rozpoctom a
harmonogramom platieb. Preto naklady vzniknuté na
vSetkych kvalifikovanych pacientov budii vyplatené
podl'a rozpoectu a harmonogramu platieb a skutocne
vykonanej prace. VsSetky poskytované sluzby
podliehaji mechanizmu obrateného zdanenia.
Zaradeni pacienti sG pacienti, ktori podpisali
dokument informovaného suhlasu.

Platby sa uskutoCnia kazdy jual ajanuar na zaklade
udajov v systéme eDC za Casové intervaly od Casu

zaradenia podla nasledujicecho harmonogramu
platieb: '

Uvodna naviteva: € 800

Bezna navsteva: € 450

Laboratérna navSteva (vratane hodnotenia

biomarkerov): € 525

Tieto poplatky za register BMS zahrniaju
rezijné/nepriame naklady, vSetky dodato¢né miestne
dane a DPH, ak sa aplikuje. Vys$ie uvedené poplatky
su urCené za pacienta s JIA, ktory sa lie¢i abataceptom
a je zaradeny do prospektivnej Casti registra
Pharmachild/BMS.

Konecna platba sa uskuto¢ni potom, ako CRO prijme,
kompletne preveri a stanovi, Ze vSetky eCRF boli
spravne vyplnené a ked’ CRO stanovi, ze Instittcia a
Skusajuci spravne vykonali vSetky zavdzky podla
protokolu a tejto Zmluvy. Konecna platba sa bude
rovnat’ celkovej sume bez sumy, ktorda uz bola
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will equal the Total Grant less the total already paid.
If overpayment by CRO has occurred, Institution will
refund any overpayment to CRO upon notice of such.

The total amount to be paid (Total Grant) will be
determined based on specific work performed on a
pro-rated basis according to the above payment
schedule. The Total Grant is inclusive of all patient
related costs as well as non-patient costs such as
overhead  expenses, completion of eCRFs,
administrative costs, and staff time, without prior
agreement of CRO or Sponsor. The Total Grant is
exclusive of EC fees.

Payment Currency and Tax Liability

Payments under the Agreement will be made in
Euros. Institution acknowledges that it has advised
Payee that Payee is accepting tax liability for the
work performed under this Agreement and is
responsible for any applicable taxes on payments
received.

Early Termination

The Site Study Budget represents an estimation of
total expenses for completion of the Study. In the
event of early termination of the Study, Institution
and / or Investigator will cancel all cancellable
expenses and otherwise use its best efforts to
minimize costs and return to CRO any portion of
the Site Study Budget paid to it that is unspent
and/or unearned. All invoices, including local EC
fees and other approved expenses, must be
submitted to CRO for payment within thirty (30)
days of the site close out visit in order for payment
to be made.

Contact Information for Payments:

Correspondence regarding payments should be
sent according to the contact details below:

Email: grant_payment
@inventivhealth.com

Mail: inVentiv Health Clinical UK
Limited

Accounts Payable (IM101240)
Thames House

vyplatena. V pripade preplatkov CRO, InStitucia vrati
tieto preplatky CRO po oznameni tejto skutocnosti.

Celkova suma, ktora ma byt’ vyplatena (celkova suma)
bude urend na zdklade vykonanej Specifickej prace
na pomernom zdklade v sulade s vysSie uvedenym
harmonogramom platieb. Celkova suma zahriia vSetky
naklady v suvislosti s pacientom, ako aj naklady, ktoré
nesuvisia s pacientom, ako st rezijné néklady,
vyplnenie eCRF, administrativne néklady, ¢i pracovny
uvdzok personalu bez predchadzajicej dohody s CRO
alebo Zadavatel'om. Celkova suma nezahfia poplatky
EC. ,Poplatky EC budt vyplatené po prijati faktary
od Institucie.*

Mena platby a dafiova zodpovednost’

Platby podl’a Zmluvy budi uskuto¢nené v eurach.
InStitiicia berie na vedomie, Ze upovedomil
prijemcu platby o tom, Ze prijemca platby prijima
danova zodpovednost’ za pracu vykonanu podla
tejto Zmluvy a je zodpovedny za vSetky platné
dane z prijatych platieb.

Predcasné ukoncenie

Rozpocet Studie pracoviska predstavuje odhad
celkovych nakladov na ukoncenie $tadie. V pripade
predc¢asného ukoncenia Studie, InStiticia a / alebo
Skiasajici zruSia vSetky zruSite’né vydavky a
vynaloZia vSetku snahu na minimalizaciu niakladov
a vritia spolo¢nosti CRO akikol’vek ¢ast’ rozpoctu
Studie pracoviska, ktora bola vyplatena ale
nevykonana a/alebo neodpracovani. VSetky
faktiry, vratane poplatkov za miestnu EK a iné
schvilené vydavky, musia byt" predloZené
spolo¢nosti CRO do tridsiatich (30) dni od
zavereCnej navStevy pracoviska, aby mohli byt
vyplatené.

Kontaktné udaje pre platby:
KoreSpondenciu ohl’adom platieb zasielajte na:

Email: grant_payment
@inventivhealth.com
Adresa: inVentiv Health Clinical UK
Limited
Accounts Payable (IM101240)
Thames House
17-19 Marlow Road
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