Zdravotnického zafizeni a/ncbo jméno ZkouSejiciho,
odkazovat na né a S$ifit jejich pietisky vsouladu sc
viemi  platnymi  autorskopravnimi  piedpisy  za
podminky, ze toto pouziti nepfedstavuje podporu
Zdravotnickc¢ho zafizeni nebo Zkou3ejictho pro zadny
komerc¢ni vyrobek nebo sluzbu. Zdravotnicke zafizeni
a/nebo Zkousejici nevyzradi existenci této Smlouvy ani
svou spolupréci s PPD nebo Zadavatelem, ani nepouziji
nazev Zadavatele nebo PPD v zadném tiskovém
prohlaseni, ¢lanku nebo jiném prostiedku komunikace
s vefejnosti bez vyslovného predchoziho pisemného
souhlasu strany, jejiz nazev ma byt zvefenén.

10.5  Dale miize PPD a Zadavatel pouzit kontaktni
udaje Zdravotnického zatizeni a ZkouSejictho a statut
Klinického hodnoceni ve zvlaStnich  bulletinech
tykajicich se Klinického hodnoceni a na internetove siti
pro ucely provadéni tohoto Klinického hodnoceni.
Bulletiny mohou byt rozesilany vSem zucastnénym
centrim a udaje zvefejnéné na internetu slouzi pro
ucely poskytnuti informaci o Klinickém hodnoceni
potencialnim pacientlim, aby mohli zucastnéna centra
kontaktovat.

11.0 Souhlas pacienta

LelEdl Od  kazd¢ho pacienta zarazeného  do
Klinick¢ho hodnoceni musi byt pred zahdjenim
jakychkoli ukonl souvisejicich s Klinickym

hodnocenim ziskan informovany souhlas dle § 51, odst.
2, pism. h) zakona ¢. 378/2007 Sb., ve znéni
pozdéjsich predpist, a § 8 vyhlasky €. 226/2008 Sb.
Pravidlem PPD je ziskani pisemného informovaného
souhlasu ve vSech piipadech. Mectoda vysvétleni
pacientovi a ziskani jeho souhlasu musi byt v souladu s
pokyny etické komise a je odpovédnosti Zkousejiciho.
Jednu kopii informovaného souhlasu pacienta obdrzi
pro sebe kazdy pacient. Je rovnéz nutné ziskat souhlas s
pouzitim a uchovavanim udajii o pacientech. Formulaf
informovaného souhlasu musi davat PPD, Zadavateli a
jeho zastupctm, spolupracovnikim a dal$im tretim
osobdm, v€etné organt statni spravy, které se v souladu
se zakonem podileji na Klinickém hodnoceni nebo jeho
vyhodnoceni, pravo na plny pristup  k udajom
Klinick¢ho hodnoceni ¢i pofizovani jejich kopii a
k pfeddvani udajii Klinického hodnoceni do jinych statd
veetné USA.

11.2  Zdravotnické zatizeni a Zkousejici pouZiji vzor
informovaného  souhlasu  predany  Zadavatelem
(pfipadn¢  PPD) k pouziti vriamci Klinického
hodnoceni; jakékoli zmény formulafe musi byt pred

published articles which disclose the name of Institution
and/or Investigator consistent with all applicable
copyright laws, provided such use does not constitute
an endorsement of any commercial product or service
by Institution or Investigator. Institution and/or
Investigator shall not disclose the existence of this
Agreement or its association with PPD or Sponsor, or
use the name of Sponsor or PPD in any press release,
article or other method of communication with the
general public, without the express prior written
approval of the party whose name is the subject of the
potential disclosure.

10.5 In addition, PPD and Sponsor may use
Institution and Investigator contact details and Trial
status in Trial specific newsletters and on the
worldwide web for the purpose of conducting this Trial.
Newsletters may be distributed to all participating sites
and postings to the worldwide web are [or the purpose
of providing information to potential patients regarding
the Tral giving them the ability to contact participating
sites.

11.0 Patient Consent
11,1 Informed consent must be obtained from each
patient enrolling i the Tral prior to the

commencement of any Trial-related procedure pursuant
to § 51 par. 2 (h) of Act no. 378/2007 Coll., as
amended, and § 8 Decree no. 226/2008 Coll. It is the
policy of PPD to obtain written informed consent in all
cases. ‘The method of explanation to the patient and the
obtaining of consent should be conducted in accordance
with  Ethics Committee instructions and is the
Investigator’s responsibility. A copy of the patient
informed consent should be given to all patients to take
with them. Such informed consent will also be required
for the use and storage of information regarding
patients. The informed consent form shall authorize
PPD, Sponsor and Sponsor’s  representatives,
collaborators and other third parties, including
regulatory authorities, lawfully involved with or
evaluating the Trial to full access or obtain copies of
Trial data, and to transfer Trial data to other countries,
including the United States.

11.2 Institution and Investigator shall use the
informed consent form template provided by Sponsor
(or PPD as the casc may be) for use in the Trial and any
modifications to this form must be approved by PPD
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jeho pouzitim schvaleny PPD, Zadavatelem a Etickou

komisi, pfi¢emz schvaleni nebude bezdivodné
odepieno.
12.0 Audity a kontroly organu stitni
Spravy

Klinické hodnoceni muZe byt pfedmétem auditu PPD
a/nebo Zadavatele ¢1 kontroly organl statni spravy za
ucelem doloZeni autenticity zaznamenanych udaji a
dodrzeni Protokolu. Zdravotnické zatfizeni se zavazuje
PPD o jakékoli o¢ekavancé kontrole ¢i auditu neprodlenc
informovat a predat PPD kopie vSech dotazt,
korespondence nebo sdéleni zaslanych jakémukoli
organu statni spravy ncbo od ngj obdrzenych a
tykajicich  se  Klinického  hodnoceni, zejména
pozadavki na provedeni kontroly v prostorich
Zdravotnického zarizeni, pricemz Zdravotnické zafizeni
umozni PPD a Zadavateli byt takovym kontrolam
pritomni. Pacienti ucastnici se Klinického hodnoceni
musi byt pouceni, Ze jejich zdznamy mohou byt za
timto uc¢elem piezkoumavany. Zdravotnické zafizeni
prohlasuje, Ze u né¢j neprobihaji ani nemaji byt zahajeny
zadné audity ze strany organu statni spravy z duvodu
podezieni na poruseni predpist, Setfeni ani Fizeni proti
Zdravotnickému zatizeni, Zkousejicimu ¢i nékterému
zjejich zaméstnanct nebo zastupcu provadéjicich
¢mnosti v ramei Klinického hodnoceni, které se tykaji
dodrzovani predpist pfi provadéni klinického vyzkumu.

13.0 Archivace

Veskera korespondence s ctickou komisi a s PPD a
veskeré¢ zaznamy vztahujici se ke Klinickému
hodnoceni, véetné kopii zaznamt subjekti hodnocent,
musi byt archivovany po dobu alespon 15 (patnacti) lct
anebo déle, pokud to vyzaduji wvnitini pravidla
Zdravotnického zarizeni, anebo po takové delsi obdobi,
Jjaké stanovi momentélné platné pokyny GCP a platné
predpisy. O jakékoli zméné adresy nebo premisténi
dokumentace  Klinického  hodnoceni v priibéhu
uvedencho obdobi musi byt pisemné informovana PPD
nebo  Zadavatel. Je odpovédnosti Zadavatele
informovat Zdravotnické zafizeni a ZkouSejictho o tom,
kdy archivace téchto dokument( jiz neni nutna.

14.0 Publikace

Zdravotnické zafizeni a ZkouSejici berou na védomi,

ze je Klinické hodnoceni provadéno ve

vice

Sponsor and EC prior to its usc, such approval not to be
unreasonably withheld.

12.0

Audits and Regulatory Inspections

This Trial may be audited by PPD and/or the Sponsor
or inspected by governmental or regulatory authorities
to document the authenticity of recorded data and
Protocol adherence. Institution agrees to notify PPD
immediately of any proposed inspection or audit and
provide PPD copies ol any inquiries, correspondence,
or communications to and from any governmental or
regulatory authority relating to the Trial, including, but
not limited to, requests for inspection of Institution’s
facilities, and Institution shall permit PPD and Sponsor
to attend any such inspections. Patients participating in
the Trial should be informed that their records may be
reviewed for this purpose. Institution each represents
and warrants that there are no pending for-cause
regulatory  audits, investigations or proceedings
involving Institution, Investigator, or any of their
employees or agents performing Trial activities which
relate to compliance with laws regarding the conduct of
any clinical research.

13.0 Records Retention

All correspondence with the ethics committee and PPD
and all records relating to the Trial, including copics of
the case record forms, should be maintained for at least
(fifteen) 15 years or longer if required by institutional
policy or such longer period as specified by current
GCP guidelines and applicable law. Either PPD or the
Sponsor must be informed in writing of any change of
address or relocation of the Trial files during this
period. It is the responsibility of the Sponsor to inform
Institution and Investigator as to when these documents
no longer need to be retained.

14.0 Publications

Institution and Investigator understand that this Trial is
being conducted at multiple research sites. Institution
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vyzkumnych centrech. Zdravotnické zafizeni a
Zkousejici mohou vysledky Klinického hodnoceni ze
Zdravotnického zafizeni publikovat nebo prezentovat,
avsak az po prvni publikaci nebo prezentaci, ktera se
bude tykat multicentrickych dat, anebo po osmnécti
(18) mésicich po dokonceni Klinického hodnoceni,
podle toho, co nastane difve. Alespon Sedesat (60)
dni pred piedlozenim rukopisu nebo jinych materiald
tykajicich se Klinického hodnoceni k publikaci nebo
jejich prezentaci vydavateli, recenzentovi nebo jinym
tiretim osobam predd Zdravotnické zafizeni nebo
Zkousejici Zadavateli kopii takovych rukopisti a
material(l a poskytne Zadavateli Sedesat (60) dnil na
kontrolu a pfipominkovani. Pokud to Zadavatel
pozaduje, jsou Zdravotnické zafizeni a ZkouSejici
povinni pred predloZzenim ¢&i prezentaci materiald
odstranit  jakékoli Informace (kromé vysledkd
Klinického hodnoceni) a na Zzadost Zadavatele
pozdrzet publikaci o devadesat (90) dnu.

V souladu se zékonem ¢. 340/2015 Sb., o registru
smluv, budou tato Smlouva a/nebo jakykoli jeji
dodatek zvefejnény v registru smluv ministerstva do
tiiceti (30) dni od posledniho podpisu. Smluvni
strany souhlasi s tim, Ze Zdravotnické zafizeni
zverejni tuto Smlouvu, jeji prilohy a jakékoli budouci
dodatky a toto zvefejnéni omezi na informace
pozadované zakonem.

Pred zvefenénim odstrani PPD ze Smlouvy, kterd ma
byt zvefejnéna, vesSkeré informace tykajici se
Informaci, osobnich tdaji a obchodnich tajemstvi,
jak jsou tyto definovany obcanskym zakonikem
(spolecné dale jen . VylouCené informace™), mimo
jiné véetné Protokolu, prirucky zkousejiciho a piilohy
rozpoCtu podrobné uvadéjici ceny za jednotlivé
postupy. Bude zvefejnén pouze o¢ckavany celkovy
rozpocet studie (hodnota smlouvy).

PPD navrhne kone¢nou podobu Smlouvy (dale jen
.Navrh zvefejiiovaného dokumentu™) ke zvefejnéni
(ktera nebude obsahovat zadné Vylou¢ené informacc)
a predlozi Navrh zvefejlovaného  dokumentu
Zadavateli a Zdravotnickému zafizeni ke kontrole
pred ofckavanym uzavienim Smlouvy. Zadavatel a
Zdravotnické zatizeni sdéli PPD jakékoli piipominky
k Navrhu zverejiovaného dokumentu a PPD provede
vesker¢ zmény Zadavatelem a  Zdravotnickym
zafizenim divodné navrhované. Smlouva bude
uzaviena pouze poté, co se smluvni strany dohodnou
na konecné podobé a formitu Smlouv

and Investigator are free to publish or present the Trial
results obtained at Institution, but only after the first
publication or presentation that involves the multi-
center data or eighteen (18) months after the
completion of the Trial, whichever is first. At least
sixty (60) days prior to submitting or presenting a
manuscript or other materials relating to the Trial to a
publisher, reviewer, or other outside persons,
Institution or Investigator shall provide to Sponsor a
copy of all such manuscripts and materials, and allow
Sponsor sixty (60) days to review and comment on
them. If the Sponsor requests, Institution and
Investigator shall remove any Information (other than
Trial results) prior to submitting or presenting the
materials, and, at the Sponsor’s request, shall
postpone the publication for ninety (90) days.

In accordance with the law 340/2015 Coll. on
Registry of Contracts, this Agreement and/or any
amendment shall be published on the Ministerial
Contract Registry within thirty (30) days from last
signature. The parties agree that Institution shall
publish this Agreement, its [xhibits and any future
amendments, and shall limit its disclosure to the
information required by law.

the PPD

Prior to publication, shall remove all

information  related to  Information, personal
information, and business and tradc sccrets, as
defined by the Civil Code from the agreement to be
published  (hereinafter,  collectively  “lLixcluded
Information™), including, without limitation, the
Protocol, the investigator brochure and the budget

exhibit detailing the costs per procedures. Only the
expected total study budget (contract value) shall be
published.

The PPD shall draft the final form of the agreement
(hereinafter “Dralt Publication Document™) for
publication (which shall not contain any Excluded
Information) and shall submit the Draft Publication
Document to the Sponsor and Institution for review
before the Agreement is expected to be exccuted. The
Sponsor and Institution shall provide any comments
to PPD on the Draft Publication Document and PPD
shall make any amendments reasonably suggested by
Sponsor and Institution. The Agreement shall only be
executed after the parties have agreed the final form
and format of the Agreement for publication on the
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zvefejnéni v registru smluv ministerstva (dale jen
.Kone¢ny dokument™).

Zdravotnické zafizeni souhlasi s tim, Ze zvefejni
Kone¢ny dokument a vyplni metadata v registru
smluv ministerstva do péti (5) pracovnich dnu po
koneéném podpisu smlouvy. Zdravotnické zafizeni
bude informovat PPD o uvefejnéni PPD e-mailem na

smluvni strany berou na
védomi, 7e nedojde k inicializaci pracoviste, dokud
ncbude zverejnén Kone¢ny dokument.

15.0 Nezavisly dodavatel

Zdravotnické zafizeni a ZkouSejici se zavazuji, Ze
v pribéhu své ¢innosti v souvislosti s Klinickym
hodnocenim budou pusobit jako nezavisli dodavatelé
bez opravnéni pfijimat zavazky jménem PPD, a nikoli
jako zastupci nebo zaméstnanci PPD nebo Zadavatele.

16.0 Odpovédnost za vady vyrobku a ndhrada
Skody
16.1 Zadavatel upistuje, ze je Hodnocené Iécivo

vyrobeno za podminek spravné vyrobni praxe, a za
vyrobek prejima odpovédnost. Zadavatel odSkodni
Zdravotnické zafizeni a Zkousejiciho za Gjmy na zdravi
v podobé zdravotnich problémi zpusobenych nebo
udajné  zplsobenych postupy provadénymi dle
Protokolu za podminky, Ze 0jma na zdravi neni
zplisobena  nedbalosti,  Gmyslnym  porusenim
povinnosti nebo nedodrzenim Protokolu ¢ této
Smlouvy. Za tento slib odskodnéni se Zdravotnické
zatizeni a ZkouSejici zavazuji Zadavatele a PPD
neprodlené pisemné informovat o vsech vzniklych
narocich a poskytnout jim plnou soucinnost pii jejich
feSeni. V piipad¢ ujmy na zdravi spojené s Klinickym
hodnocenim poskytne Zadavatel subjektim nahradu
Skody. Zadavatel a PPD nepfejimaji odpovédnost za
Zadny pripad, vnémz pacient nebo jeho fadné
opravnény zastupce neposkytli pisemny informovany
souhlas.

16.2 Zdravotnické  zafizeni se zavazuje, 7e
Zadavatel a  PPD neponesou odpovédnost a
Zdravotnické zafizeni Zadavatele a PPD odskodni a
ochrani proti Skoddm na majetku i na zdravi, ujme,
narokdm, zalobam, rozsudkiim, pozadavkam, nakladiim
¢1 vydajum, véemé zejména piiméfenych nakladi na

Ministerial Contract Registry (hereinafter “Final

Document™).

The Institution agrees to publish the Final Document
and complete the metadata on the Ministerial
Contract Registry within five (5) working days after
final signature of the Agreement. The Institution shall
inform PPD about publication via email at

as a secondary recipient.
The parties understand that the site shall not be
initiated until the Final Document has been published.

15.0 Independent Contractor

During Institution’s and Investigator’s activities in
connection with the Trial, Institution and Investigator
agree that it‘he/she will act as an independent
contractor, without the capacity to legally bind PPD,
and not as an agent or employee of PPD or the Sponsor.

16.0 Product Liability and Indemnification

16.1 The Sponsor assures the investigational
product is manufactured under GMP conditions and
assumes liability for the product. The Sponsor
indemnifies Institution and Investigator against injuries,
deriving from the conditions caused by or allegedly
caused by the procedures conducted under the Protocol,
provided the injury is not a result of negligence,

willful misconduct or non-compliance with the
Protocol or this Agreement. In return for this

coverage, Institution and Investigator agree to promptly
notify the Sponsor and PPD in writing of any claim and
to co-operate fully in the handling of the claim. The
Sponsor will provide compensation to Trial subjects in
the event of Trial-related injury. The Sponsor and PPD
assume no liability for any case in which written
informed consent was not given by the patient or duly
authorized representative.

16.2 Institution agree that the Sponsor and PPD
will not be responsible for and that Institution shall
indemnify, defend and hold the Sponsor and PPD
harmless from any and all losses, injuries, harm, claims,
actions, judgements, demands, costs or expenscs,
including without limitation, reasonable attorney’s fees
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pravni zastoupeni vynalozenych Zadavatelem nebo
PPD, vzniklym v dusledku nedbalosti, tmyslného
poruseni povinnosti nebo poruseni (¢éto  Smlouvy
Zdravotnickym zafizenim ¢i ZkouSejicim nebo jejich
zaméstnanci a zdstupci anebo v pfipadech, kdy jsou
disledkem vyzkumné ¢innosti odporujici ustanovenim
Protokolu ¢ jinym  informacim  poskytnutym
Zdravotnickému zatizeni a Zkousejicimu Zadavatelem
nebo PPD.

16.3. PPD odskodni a ochrani Zdravotnické
zafizeni proti $kodam na majetku 1 na zdravi, Gjmé,
néarokiim, zalobam, rozsudkiim, pozadavkiim, nakladim
&i vydajim, veetné zejména piiméfenych naklad(i na
pravni  zastoupeni  vynalozenych Zdravotnickym
zafizenim, vzniklym v disledku nedbalosti,
umyslného poruseni povinnosti nebo poruSeni této
Smlouvy ze strany PPD.

16.4  Zdravotnické zafizeni prohlaSuje, 7Ze je
pojisténo v souladu s § 45 odst. 2 pism. n) zakona
¢. 372/2011 Sb., o zdravotnich sluzbach proti hmotné
odpovédnosti vyplyvajici z poskytovani zdravotni
péce. Toto pojisténi odpovida platnym predpisim a
nezahmuje poji$téni odpovédnosti pii  provadeéni
klinického hodnoceni. Dle §45 odst. 2 pism.n)
zakona ¢. 372/2011 Sb. musi pojisténi platit po celou
dobu poskytovani zdravotni péce ve Zdravotnickém
zafizeni.

16.5  Zadavatel prohlaSuje, 7e pfed zahajenim
Klinického hodnoceni bylo uzavieno pojisténi
odpovédnosti za Skodu pro Zdravotnické zafizeni pro
provadéné Klinické hodnoceni a soucasné pojisténi
subjekt hodnoceni pro pripad Gjmy vzniklé na zdravi
véetn¢ smrti v duisledku  provadéni  klinického
hodnoceni ve smyslu ustanoveni § 52, odst. 3,
pism. f) zakona o lé¢ivech. Kopie dokumentl k
pojisténi jsou piilohou této Smlouvy a pojisténi bude
platné po celou dobu platnosti této Smlouvy.

16.6  Zadavatel a PPD nenesou hmotnou
odpovédnost a nepfejimaji neopravnéné zaruky tykajici
se vyrobku poskytnuté Zdravotnickym zafizenim nebo
jeho zaméstnanci a zastupci.

17.0

Odstoupeni od Smlouvy

incurred by Sponsor or PPD as a result of negligence,
willful misconduct or breach of this Agreement by
Institution or Investigator or their employees’ and
agents’ part, or il they result from research activities
contrary to the provisions of the Protocol or other
information provided to Institution and Investigator by
the Sponsor or PPD.

16.3.  PPD shall indemnify, defend and hold
harmless Institution from any and all losses, mnjuries,
harm, claims, actions, judgements, demands, costs or
expenses, including without limitation, reasonable
attorney's fees, incurred by Institution as a result of
PPD’s negligence or wilful misconduct, or breach of
this Agreement.

16.4  Institution declares that it has insurance
coverage 1n accordance with § 45 par. 2 ltr. n) of
Act no. 372/2011 Coll., on Medical Services, with
respect to liability it may have while providing
medical care. This insurance coverage 1s in
correlation with the applicable laws and does not
include liability insurance with respect to conducting
a  clinical  study. According tw© § 39
§ 45 par. 2 Itr.n) of  Actno. 372/2011 Coll.,  this
insurance coverage must be valid for the entire length
of the Medical Facility’s provision of medical care.

16.5 Sponsor declares that liability insurance for
Institution was executed before the commencement of
the Trial as well as insurance for patients for health
damage including death as results of their
participation in the ‘I'rial pursuant to provision 52,
clause 3, letter f) of Act on Drugs. A copy of the
insurance documents are attachments of this
Agreement and the insurance will be valid for the
entire duration of this Agreement.

16.6  The Sponsor and PPD will not be liable for
and are not a party to unauthorized warranties made by
Institution or its employees and agents relating to the
product. \

17.0 Termination
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17.1 PPD a/mebo Zadavatel mohou od Smlouvy
odstoupit pisemnym oznamenim s okamzitou u¢innosti
z téchto divodi:

17.1.1 pokud Zadavatel Klinické hodnoceni ukonci;
17.1.2  pii zaniku smlouvy mezi PPD a Zadavatelem;
17.1.3 pokud je na zdkladé dostupnych udaji tieba

Klinické hodnoceni zjakéhokoli divodu ukoncit,
zejména pro bezpecnost a blaho pacientll zafazenych
v Klinickém hodnoceni;

17.1.4. bylo-li dosazeno celkového cilového poctu
subjekt, i kdyz nabor ve Zdravotnickém zafizeni nebyl
ukoncen;

17.1.5. je-li zafazovani vyhovujicich pacientii do
Klinického hodnoceni prili§ pomalé na to, aby byly
splnény sjednané terminy;

17.1.6. pokud prislusné mistni organy statni spravy
odejmou povoleni a souhlas k provadéni Klinického
hodnocent;

17.1.7. pokud Zdravotnické zafizeni nebo Zkousejici
nedodrzuji podminky Protokolu nebo je zdznam tdaji
chronicky nepfesny nebo netplny;

17.1.8  Pokud Zdravotnické zarizeni nebo Zkousejici
porusi nekterou podminku této Smlouvy;

17.1.9  Smlouva mize zaniknout i pisemnou dohodou
mezi PPD, Zdravotnickym zafizenim a Zadavatelem.

17.2 Zdravotnické zafizeni mize od Smlouvy odstoupit
v pfipadé poruSeni smlouvy na zakladé pisemného
ozndmeni o poruSeni a svého zaméru od Smlouvy
odstoupit, pokud toto poruseni nebude vyfeSeno do
tficeti (30) dnii ode dne doru¢eni ozndmeni PPD.

172 Po obdrzeni ozndmeni o odstoupeni jsou

Zdravotnické zafizeni a ZkouSejici povinni neprodlené
ukonc€it nabor subjektl, fidit se stanovenymi postupy
pro ukonceni, zajistit, aby byly provedeny vsechny
potiebné postupy pro daldi sledovani subjektil, a
vynalozit
nakladu.

pfiméfen¢ sili k minimalizaci dalsich

17.1 PPD and/or Sponsor may terminate the
Agreement, effective immediately upon written
notification for any of the following reasons:

17.1.1 if Sponsor terminates the Trial;

17.1.2 if PPD's agreement with the Sponsor is
terminated,

17.1.3 if available data supports termination of the

Trial for any reason, including for the safety and
welfare of the Trial patients;

17.14 if overall Trial enrollment has been met, even
if the enrollment at Institution has not been completed;

17.1.5. if the entry of valid patients in the Trial is too
slow to meet the agreed time schedule;

17.1.6. if authorization and approval to conduct the
Trial is withdrawn by the competent local regulatory
authorities;

17.1.7. if Institution or Investigator fail to adhere to the
terms of the Protocol or data recording is chronically
inaccurate or incomplete;

17.1.8 if Institution or Investigator default on any
term of this Agreement; or
PPD,

17.1.9 by agreement, in writing, between

Institution and Sponsor.

17.2 Institution may terminate this Agreement for
breach 1l 1t provides PPD written notice of the breach
and its intent to terminate this Agreement, and the
breach is not cured within thirty (30) days of PPD’s
receipt of the notice.

172 Upon receipt of notice of termination,
Institution and Investigator shall immediately cease
any subject recruitment, follow the specified
termination procedures, ensurc that any required
subject follow-up procedures are completed, and
make all reasonable efforts to minimize further costs.
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18.0 ZAakaz vykonu povolani

18.1
Zdravotnickému

Zdravotnické zafizeni prohladuje, Ze proti
zafizeni,  Zkousejicimu,  jejich
zaméstnancim  ani  zadné  jin¢  osob¢é  najat¢
Zdravotnickym  zafizenim  nebo  ZkouSejicim
k provadéni Klinického hodnoceni dle této Smlouvy (i)
neni vedeno Selfeni mistnim organem statni spravy za
ucelem Fizeni o zakazu vykonu povolani, ani jim neni
v soucasnosti vykon povolani zakéazan, (i1) neprobiha
Gstni jednani za ucelem zakazu ucasti na vyzkumu
nebo jim nebyla mistnim organem statni spravy ucast
na vyzkumu zakazdna, (iii) nebylo jim odnato ani
pozastaveno lékafské opravnéni nebo jina prislusna
certifikace.. Déle Zdravotnické zafizeni prohlasuje, ze
se Zdravotnické zarizeni ani Zkousejici nedopustili
7adného jednéani ani cinnosti, které by mohly vést
k nékterému z vySe uvedenych fizeni — o zakazu
Gcasti na vyzkumu, zdkazu vykonu povolani, odnéti
nebo pozastaveni opravnéni. Pokud po dobu platnosti
té¢to Smlouvy bude proti Zdravotnickému zafizeni,
Zkousejicimu €1 jiné osob€ zaméstnavané €1 jinak najaté
Zdravotnickym zatizenim ¢i ZkouSejicim k provadéni
Klinického hodnoceni (i) zahdjeno Sectieni za ucclem
zakazu vykonu povolani nebo ucasti na vyzkumu, (ii)
bude jim vysloven zakaz vykonu povolani nebo ucasti
na vyzkumu, (iii) bude zahajeno Setieni, které mize
vést k odnéti nebo pozastaveni lékarského opravneni
nebo certifikétu, (iv) bude jim odiato ¢i pozastaveno
Iékatské opravnéni nebo certifikat nebo (v) se dopusti
jednani ¢i ¢innosti, které by mohly vést k nékterému
zvySe uvedenych fizeni — o zakazu ucasti na
vyzkumu, zékazu vykonu povolani, odnéti nebo

pozastaveni opravnéni, piislusnd strana o tom
neprodlené vyrozumi PPD.

19.0 Predani finan¢nich ddaju

Vsouladu  spozadavky  predpisi  USA  se
Zdravotnické zafizeni zavazuje, Ze za kazdého
zkouSejictho  nebo  spoluzkousejiciho  uvedeného
v seznamu €i jinak urc¢encho, ktery se piimo podili na
lécbé nebo  vyhodnocovani subjektii  vyzkumu,

Zdravotnické zafizeni a Zkousejici neprodlené zaslou
PPD formular finan¢nich udaja vyplnény a podepsany
timto zkousSejicim nebo spoluzkousejicim, kde budou
uvedeny vSechny piisluiné finanéni zajmy téchto
zkousejicich, spoluzkousejicich a jejich
manzeli/manzelek a vyZivovanych dé. Pokud PPD
neobdrzi od kazdého ztéchto

zkousejicich a

18.0 Debarment Certification

18.1 Institution represents and warrants  that
neither Institution, Investigator its/his/her employees,
nor any other person retained by Institution or
Investigator to perform the Trial pursuant to this
Agreement, (i) is under investigation by any local
regulatory agency for debarment action or 1s presently
debarred (ii) has a disqualification hearing pending
or has been disqualified by any local regulatory
agency or (ii1) does not have a revoked or suspended
medical license or applicable certification. In
addition, Institution represents and warrants that
neither Institution nor Investigator have engaged in
any conduct or activity which could lead to any of the
above-mentioned disqualification, debarment,
revocation or suspension actions. If during the term
of this Agrcement Institution, Investigator or any
person employed or retained by Institution or
Investigator to perform the Trial (i) come under
investigation for debarment action or disqualification,
(i1) are debarred or disqualified, (iii) comes under an
investigation that may result in the revocation or
suspension of a medical license or certification, (iv)
medical license or certification is revoked or
suspended or (v) engages in any conduct or activity
which could lead to any of the above mentioned
disqualification or  debarment, revocation or
suspension actions, said party shall immediately
notify PPD of same.

19. Financial Disclosure

In accordance with U.S. regulatory requirements,
Institution agree that, for each listed or identified
investigator or subinvestigator who is directly
involved in the treatment or evaluation of rescarch
subjects, Institution and Investigator shall promptly
return to PPD a financial disclosure form that has
been completed and signed by such Investigator or
subinvestigator, which shall disclose any applicable
interests  held by  those investigators  or
subinvestigators and their spouses or dependent
children. PPD may withhold payments if it does not
receive a completed form from each such investigator
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spoluzkousejicich  vyplnény formulaf,  muze
pozastavit platby. Zdravotnické zafizeni a ZkouSejici
jsou povinni zajistit, aby byly tyto formulafe
neprodlené pribézné aktualizovéany tak, aby zlstaly
spravné a uplné po celou dobu Klinického hodnocenti
a dale po dobu jednoho (1) roku po jeho dokonceni.
Zdravotnické zafizeni a Zkousejici souhlasi s tim, Ze
vyplnéné formulafe mohou byt kontrolovany organy
statni spravy, Zadavatelem, PPD a jejich zéastupci,
piicemz Zdravotnické zatizeni a ZkouSejici s takovou
kontrolou  souhlasi.  Zdravotnické  zafizeni a
Zkousejici  dale  souhlasi s pfedavanim  téchto
finan¢nich udaji do USA, i kdyz ochrana osobnich
udaji v USA nemusi existovat nebo byt na stejné
urovni jako ve staté ptsobeni Zdravotnického zarizeni
a Zkousejiciho.

20.0 Preprava nebezpeénych litek a infekéniho
materialu

Pieprava nebezpec¢nych latek a infek¢niho materidlu
(véetné infekénich vzorkd od subjektd) podléha
mistnim, narodnim a mezindrodnim predpistm.
Zdravotnické zafizeni je odpovédno za zajiSténi, aby
kazda osoba provadejici baleni nebo manipulaci
s nebezpetnymi latkami ¢i infekénim materidlem za
ucelem prepravy ze Zdravotnického zafizeni
dodrzovala platné piedpisy.

21.0  Zavérecna ustanoveni
21.1 Tato Smlouva zavazuje smluvni strany, jejich

statutarni zastupce, pravni nastupce a nabyvatele jejich
prav; miize byt ménéna a doplnovana pouze pisemnymi
dodatky podepsanymi smluvnimi stranami a nahrazuje
vSechny predchozi pisemné 1 ustni smlouvy a
prohlaseni mezi smluvnimi stranami ve véci svého
predmétu. Zdravotnické zatizeni nepievede zadna sva
prava ani povinnosti z té¢to Smlouvy bez pisemného
souhlasu Zadavatele a/nebo PPD. Zadavatel a/nebo
PPD na zadost Zadavatele mohou tuto Smlouvu
pievest na tieti osobu (a PPD na 7adost Zadavatele
miZzc preveést sva prava a povinnosti z této Smlouvy
na Zadavatele), priCemz Zadavatel, pripadné PPD
nenese odpovédnost za zadné povinnosti a zavazky na

zdkladé této  Smlouvy, které vzniknou po dni
takového  prevodu, a  Zdravotnické  zafizeni
suvedenym  prevodem  souhlasi.  Zdravotnické

zafizeni bude o pfevodu neprodlené informovano
nabyvatelem. Nevymahani kterékoli podminky této
Smlouvy neznamend vzdani se té Odm i

and subinvestigator. Institution and Investigator shall
ensure that all such forms are promptly updated as
needed to maintain their accuracy and completencss
during the Trial and for one (1) year after its
completion. Institution and Investigator agree that the
completed forms may be subject to review by
governmental or regulatory agencies, Sponsor, PPD,
and their agents, and Institution and Investigator
consent to such review. Institution and Investigator
further consent to the transfer of such financial
disclosure data to the U.S., even though data
protection may not exist or be as developed in the
U.S. as in Institution and Investigator’s own country.

20. Shipping of Dangerous Goods and

Infectious Materials

The shipment of dangerous goods and infectious
materials (including infectious subject specimens) is
subject to local, national, and international laws and
regulations. Institution is responsible for ensuring
that each individual who packages or handles any
dangerous goods or infectious materials for shipping
from Institution complies with all applicable laws and
regulations.

21.0 Miscellaneous
21.1 This Agreement shall be binding upon the

parties, their legal representatives, successors and
assignees; may not be modified or amended except by
written instrument signed by the parties; and supersedes
all  prior written and oral agreements and
representations between the parties with respect to the
matter hereof. Institution shall not assign or transfer
any rights or obligations under this Agreement
without the written consent of Sponsor and/or PPD.
Sponsor may, and/or PPD may, upon Sponsor’s
request, assign this Agreement to a third party, (and
PPD may, upon Sponsor’s request, assign its rights
and obligations under this Agreement to Sponsor),
and Sponsor and/or PPD (as the case may be) shall
not be responsible for any obligations or liabilities
under this Agreement that arise after the date of the
assignment, and Institution hereby consents to such
an .assigmncnt. Institution will be given prompt
notice of such assignment by the assignee. Failure to
enforce any term of this Agreement shall
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li kterakoli ¢ast této Smlouvy oznacena soudem na
neucinnou, zustane zbytek té¢to Smlouvy ucinnym.
Vsechny povinnosti obsazené v této Smlouve, ktere
maji byt plnény po jejim zaniku, zistavaji v platnosti 1
po ukonéeni této Smlouvy.

212 Vsechna oznameni, ktera maji nebo mohou
byt na zdkladé této Smlouvy ¢inéna nekterou stranou
této Smlouvy, musi byt ué¢inéna pisemné a jsou platna
ke dni doruceni v piipadé osobniho predani, zaslani
uznavanou kurymi sluzbou ¢i faxem, anebo pét (5)
dni po datu postovniho razitka v pfipadeé zaslani
doporucenou nebo obdobnou poStou vyplacené a s
dorucenkou na adresu:

Pro / If to PPD:

PPD Czech Republic, s.r.o.
Budéjovicka alej

Antala Staska 2027/79

140 00 Praha 4

aQ =

Zdravotnickému zarizeni / If to Institution:

Odd¢leni klinickych studii UVN
U Vojenské nemocnice 1200
169 02 Praha 6

Ceska republika/Czech Republic

Zadavateli / If to Sponsor:
F. Hoffmann-La Roche Ltd.
Grenzacherstrasse 124,

4070 Bazilej / Basel,
Svycarsko / Switzerland

Kterakoli smluvni strana miize zménit svou adresu
pro oznamovani a kontaktni osobu ozndmenim
u¢inénym zpusobem zde stanovenym.

21.3 Spory tykajici se této Smlouvy, které se
stranam nepodafi vyfesit smimé, budou feSeny dle
prava Ceské republiky pred soudy Ceské republiky.

214 Tato  smlouva je vyhotovena ve dvou
Jazykovych verzich, vanglickém a ¢eském jazyce.
V pfipad¢ rozporu mezi anglickou a eskou jazvkovou

constitute a waiver of such term. If any part of this
Agreement is found to be unenforceable, the rest of
this Agreement will remain in cffect. All obligations
contained herein as (o which performance 1s required
after termination shall survive termination.

21.2  Any notice required or permitted to be given
hereunder by either party hereto shall be in writing
and shall be dcemed given on the date received if
delivered personally, by recognized overnight courier,
or by facsimile, or five (5) days after the date
postmarked if sent by registered or certified mail,
relurn receipt requested postage prepaid, to the
following address:

With copy to / Kopie:

PPD Development, LP
929 North Front Street
Wilmington, NC 28401

ZKousejicimu / If to Investigator

Prednosta Kliniky infekénich nemoci 1. LF UK a
UVN

U Vojenské nemocnice 1200

169 02 Praha 6

Any party may change its notice address and contact
person by giving notice of same in the manner herein
provided.

21.3 Disputes regarding this agreement which the
parties fail to settle amicably will be settled in
accordance with Czech Republic legislation in a Czech
Republic court of law.

214 This Agreement is executed in two language
versions, in English and Czech Languages. In case of

any discrepancy between the English and Czech version
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verzi bude urCujici verze v ¢eském jazyce.

21.5 Tato Smlouva a jeji nasledné dodatky mohou
byt uzavieny ve 4 vyhotovenich, kterd vSechna
dohromady tvofi jedinou smlouvu. Zdravotnické

zafizeni obdrzi Smlouvu ve dvou vyhotovenich, PPD
a zadavatel po jednom vyhotoveni.

the Czcech version shall prevail.
21.5 This  Agreement, and any subsequent
amendment(s), may be executed in 4 counterparts and
the counterparts, together, shall constitute a single
agreement. Institution will receive two originals, PPD
and Sponsor one.
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