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SMLOUVA O 

PROJEKTU

AGREEMENT ON NON-
INTERVENTIONAL 

PROJECT
Concluded acc. to Section 1746, Par. 2 of the 
Act No. 89/2012 Coll., of the Civil Code, as 

amended

Novartis Pharma AG Novartis Pharma AG

se sídlem: Lichtstrasse 35, Registered Office: Lichtstrasse 35, 4056 Basel, 
Switzerland

CHE 106.052.527 Trader Identification No.: CHE 106.052.527

CHE- 116-268-023 Tax Identification No. (VAT): CHE- 116-268-
023

(dále jen ), zastoupený 
United BioSource Corporation, se sídlem na 
adrese 920 Harvest Drive, Suite 200, Blue Bell, 
PA 19442, Spojené státy americké, i s jejími 

nebo ), která zastupuje 
Zadavatele.

(further on ), with represented by 
United Biosource Corporation, having its 
registered office at 920 Harvest Drive, Suite 200, 
Blue Bell, PA 19442, USA together with its 
affiliates ( UBC or CRO ),  acting as agent in 
the name and on behalf of the sponsor

Je dáno, 

Novartis Pharma AG a jejím jménem v souvislosti 
se studií s retrospektivní analýzou zdravotní 
dokumentace Describe III CDRB436B2404 (dále 
jako ).

Whereas UBC has been commissioned to perform 
certain services for and on behalf of Novartis
Pharma AG in connection with the  retrospective 
chart review study Describe III- CDRB436B2404 
(the ).

a and

sídlo:
Republika

Residence: , Czech 
Republic

: 00209805 Trader Identification No.:  00209805
: CZ00209805 Tax Identification No. (VAT): CZ00209805

zastoupený:  prof. MUDr. Janem em,
CSc., em

Represented by: CSc.,
Director

Poskytovatel Provider

a and

MUDr. Alexander Poprach, Ph.D. Alexander Poprach, M.D., Ph.D.
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datum narození: 9. 3. 1977 Date of Birth: 9th of March, 1977

Republika
Place of Residence:  

Physician

Smlouvu o 
Smlouva

Have on the day, month and year given below 
entered into this Agreement on Non-

Agreement
under following conditions:

I. I.
Obecná ustanovení, General Provisions, Subject and Purpose of 

the Agreement

1. AG je zadavatelem 

s názvem 
analýza zdravotní dokumentace 
monoterapie dabrafenibem a/nebo

-

Projekt
specifikovaného v protokolu Projektu, 

Protokol .

1. Company Novartis AG Is a sponsor of the 
non-interventional following of treatment 

Retrospective chart review of dabrafenib 
monotherapy and/or dabrafenib-
trametinib combination therapy in 
patients with metastatic melanoma to 
characterize patients with long term 
benefit in the Individual Patient Program 

Project
the Project protocol which forms an 
integral part of this Agreement (further 

Protocol .

2.
poskytovatelem zdravotních 
v souladu s

rámci 

s metastatickým melanomem 
podstupujících monoterapii 
dabrafenibem a/nebo kombinovanou 

-trametinibem.

2. Provider is an authorised provider of 
healthcare services according to the 
applicable legislation of the Czech 
Republic and within the scope of 
providing healthcare services they also 
provide healthcare to patients with 
metastatic melonama treated by 
dabrafenib monotherapy and/or 
dabrafenib-trametinib combination 
therapy.

3.
odborníkem v
metastatickým melanomem 
podstupujících monoterapii 

3. Physician is a healthcare professional and 
an expert in care of patients with 
metastatic melonama treated by 
dabrafenib monotherapy and/or 
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dabrafenibem a/nebo kombinovanou 
dabrafenibem-trametinibem.

k
v souladu s

plnit tuto Smlouvu. 

dabrafenib-trametinib combination 
therapy. Physician declares to have all the 
professional knowledge and experience 
sufficient to duly provide services based 
on and pursuant to this Agreement. 
Physician concurrently declares that no 
legal or factual obstacle exists to prevent 
him/her from entering and fulfilling this 
Agreement.

4.

realizaci Projektu ve smyslu ustanovení § 
3a odst. 2 a § 59a

souladu s jeho Protokolem. 

metastatickým 
melanomem podstupujících monoterapii 
dabrafenibem a/nebo kombinovanou 

-trametinibem (dále 
Pacient

s cílem získat da

metastatického melanomu, která je 
hrazena z

.

4. Subject of this Agreement is a co-
operation between Sponsor, Provider and 
Physician on implementation of the 
Project within the meaning of the 
provision of Section 3a, Par. 2 and 
Section 59a of the Act No. 378/2007 Coll. 
on medicinal products and based on
amendments in pertaining acts, as 
amended, and in compliance with its 
Protocol. The purpose of the Project is 
collection of data related to patient 
treatment with metastatic melonama 
treated by dabrafenib monotherapy 
and/or dabrafenib-trametinib 
combination therapy (further on 
Patient n normal clinical practice with 

the aim to acquire data which the 
Sponsor is obliged to regularly submit to 
the State Institute for Drug Control and 
appropriate healthcare insurers for the 
purposes of effectiveness evaluation of 
metastatic melonama disease treatment 
covered by the public health insurance 
funds.

5.

oznámení Státnímu ústavu pro kontrolu 

v souladu s

ch 

Projektu.  

5. Contracting parties declare that before the 
Project is implemented, it will be duly 
announced to the State Institute for Drug 
Control and appropriate Ethic Committee 
in accordance with the applicable 
legislation and corresponding ethic 
regulation. Project Sponsor is aware of 
their notification obligations regarding 
the Project. 
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6.

podle této Smlouvy provádí 
s
dovedností, na vlastní náklady a 

6. Contracting parties make a binding 
declaration that the Provider and 
Physician are independent in carrying out 
activity under this Agreement, that they 
carry out the activity under this 
Agreement while drawing on their expert 
knowledge and skills, at their own cost 
and responsibility.

II. II.
Práva a povinnosti smluvních stran Rights and Obligations of the Contracting 

Parties

1.
Projekt v souladu s a) Protokolem a b) 

praxe, etickými principy, které jsou 

a jejích novelizacích.

1. Provider and Physician make a 
commitment to carry out the Project in 
accordance with a) Protocol and b) all the 
applicable laws, decrees, 
recommendations, recommended 
procedures and other legal regulations 
and c) all applicable Good Clinical 
Practice guidelines, ethical principles as 
for instance reflected in the Declaration 
of Helsinki and its amendments..

2.
eCRF

Pacientovi úplnou a srozumitelnou 

souhlasí se záznamem 
pseudo
eCRF a získat jeho písemný informovaný 
souhlas s í

v

informovaného písemného souhlasu.

etickými principy. 

2. Before entering data into electronic CRF 
( eCRF
are obliged to ensure that Patient is 
completely and comprehensibly informed 
about the Project and to verify that Patient 
agrees that his/her pseudoanonymous 
treatment data shall be recorded in eCRF 
and to acquire his/her written informed 
consent to his/her participation in the 
Project. Incorporating Patients to the 
Project shall be possible only based on 
their written consent expressed by signing 
a document of informed consent.

carried out in compliance with the ethic 
principles. 

3.

Projektu bu

3. Provider and Physician make a 
commitment that prescription of the 
monitored drug shall be exclusively 
independent on Patient incorporation into 
the Project and shall only depend on 
expert decision of the Physician and that 
only those Patients, where the specific 
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nebo postupy, které by nebyly provedeny, 

Projektu jim nebudou dodávány 

l
rozporu 

s Protokolem anebo touto Smlouvou. 
-li se v budoucnu

Pacienta v rozporu s Protokolem Projektu 
této 

povi
za

Pacienta, který byl v rozporu s touto 

Projektu. 

treatment has exclusively medical 
rationale, can be incorporated into the 
Project. Physician makes a commitment 
to make any decision regarding Patients 
treatment independently of his/her 
participation in the Project and shall not 
carry out any other examinations or 
procedures that would not be carried out 
if Provider/Physician or Patient were not 
involved in the Project. Provider a 
Physician acknowledge that no medicinal 
products shall be supplied to them by the 
Sponsor for the purpose of the Project.
Provider/Physician are not entitled to a 
compensation for a Patient eCRF that was 
incorporated to the Project in breach of 
the Protocol or this Agreement. If there is 
an evidence in future that 
Provider/Physician incorporated a Patient 
to the Project in breach of the Protocol or 
in breach of their commitments contained 
in this Agreement, the Provider and 
Physician are obliged to return without 
delay that part of the compensation for a 
eCRF received for the Patient which was 
incorporated to the Project in breach of 
this Agreement or the Protocol. 

4.

ýkající se ochrany 

pouze na jejich 
bez 

uchovávaných informací

rámci Projektu se jedná 

m

4. Physician declares and Provider makes a 
commitment to ensure that all available 
data shall be entered into eCRF truthfully, 
correctly and completely. Provider and 
Physician make a commitment to comply 
with all the applicable legislation 
concerning privacy of personal data. Data 
entered into eCRF, forms of serious 
adverse events and other documents sent 
by Provider/Physician shall be recorded 
strictly pseudonymously, i.e. without 
additional separately stored information 
the data itself shall not enable re-
identification of the Patient. Patient shall 
be informed by the Provider/Physician 
that the Project involves monitoring of 
treatment in normal clinical practice and 
that the Patient shall not be exposed to 
any medical or monitoring procedures 
beyond the scope of normal treatment.
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5.

souladu s pokyny 
Zadavatele.

5. Physician makes a commitment that all 
suspicions of serious adverse events or 
pregnancy cases found within the 

recorded and reported in accordance with 
Sponsor instructions.

6. e
elektronické aplikaci 

v

it nebo 

6. Physician acknowledges and agrees that 
access details to the electronic application 
for entering data collected within the 
Project are intended solely for his/her 
personal use within the scope of 
fulfilment of his/her obligations pursuant 
to this Agreement, and Physician is not 
entitled to communicate, announce or 
otherwise grant access to them to any 
third party. 

7.
Pacienta budou sledovat v m
souladu s Protokolem Projektu a 

V

nebudou- hny 

7. Provider/Physician make a commitment 
to ensure that the Patient treatment shall 
be followed strictly in accordance with 
the Project Protocol and that the results of 
monitoring shall be duly and completely 
recorded into eCRF and submitted to 
Sponsor duly and without delay. In case 
the Sponsor finds possible insufficiencies 
in eCRF or if all possible additional 
queries of the Sponsor are not duly dealt 
with, the Provider and/or Physician 
makes a commitment to remove these 
without unnecessary delay. 

8. Za

vzor písemného informovaného souhlasu 

8. When signing this Agreement, Sponsor 
shall hand over instructions for reporting 
adverse events, eCRF sample and written 
informed consent sample of the Patient to 
the Provider and Physician. Provider and 
Physician confirm takeover of these 
documents by signing this Agreement.

III. III.
Compensation and Payment Terms

Zadavatele se Zadavatel zavazuje uhradit 

podmínek sjednaných v

Sponsor makes a commitment, through UBC on 
behalf of Sponsor, to compensate Provider and 
Physician for providing services according to 
this Agreement in the amount, by the method 
and under conditions agreed on in the Appendix 
No. 2 of the Agreement. 
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IV. IV.
Further Arrangements

1.
formou písemného dodatku podepsaného 

této Smlouvy. Smluvní strany se dohodly, 

republiky. 

1. This Agreement may only be amended by 
a written amendment signed by all 
contracting parties. This Agreement 
constitutes full and complete agreement 
between the contracting parties regarding 
the Subject of this Agreement. 
Contracting parties have agreed that their 
legal relationship constituted by this 
Agreement is governed by the pertaining 
stipulations of the Civil Code and by 
other legal regulations of the Czech 
Republic. 

2.

informací,
anebo které sice tímto 

technických nebo obchodních informací 
spojených s
výzkumem Zadavatele Projektu, se 
kterými se seznámí v
dle této Smlouvy. Stejná povinnost se 

výsledek spo

neposkytnout takové informace jakékoliv 

souhlasu Zadavatele Projektu, tj. 

Tato omezení se 
nevztahují na informace, které 

2. Provider and Physician make a 
commitment to keep all the information 
which were marked as confidential or 
which were not marked appropriately but 
contain information that would be 
considered confidential by every legally 
competent person with the intelligence of 
an average person (including but not 
limited to the Protocol, CRFs and 
Investigator Brochures) strictly 
confident, including, but not limited to 
the scientific, technical or commercial 
information related to activity, products 
or research of the Project Sponsor that 
become known to them in the course of 
cooperation according to this Agreement. 
The same obligation also applies to all the 
other information which represent or 
could represent result of contracting 
parties cooperation according to this 
Agreement. Provider and Physician make 
a commitment to use such information 
only for purposes of fulfilling this 
Agreement and nor to provide access to 
neither provide information itself to any 
third party without previous written 
consent of Project Sponsor, i.e. Novartis. 
Any above mentioned confidential 
information shall be kept confidential 
until it becomes publicly known. These 
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limitations do not apply to information 
which were 

a. v a. Already publicly known at the 
moment Provider/Physician acquired 
it, or

b. b. Became publicly known upon such 
acquisition but not due to the activity 
or omission of Provider/Physician, or

c.

byly poskytnuty, nebo

c. There is a proof it had been known to 
Provider/Physician before it was 
provided to them, or

d. Poskytovatel/Lé souladu 
s
osoby nezavázané povinnosti 

Novartis jako 

d. Provider/Physician, in compliance 
with legal regulations, acquired from a 
third party a non-binding obligation to 
protect information confidentiality 
relative to Novartis as a Project 
Sponsor, directly or indirectly, or

e.

informace, na které se vztahuje 

prokázat.

e. Provider/Physician have themselves 
developed, without using other 
information to which the obligation to 
protect confidentiality apply in any 
way and are able to prove this fact.

to v takovém rozsahu, ve kterém vyplývá 
povinnost poskytnout tyto informace 
z
vykon
rozhodnutí. I v

povinnosti poskytnout takové informace a 

racovat 

povinnost poskytnout takové informace 
vyvrácena, limitována, nebo bylo 

Beside these exceptions, Provider and 
Physician are authorised to provide 
information which they are obliged to 
protect as confidential, into such an extent 
that is required by applicable legal 
regulations or executable decision of 
judicial court or administration. 
However, even in such a case 
Provider/Physician have an obligation to 
inform Project Sponsor in advance and in 
written form that an obligation to provide 
such information exists and based on the 
request by Sponsor, Provider/Physician 
are obliged to cooperate in a manner that 
should lead to reaching a possible 
administrative decision which would 
upturn or limit the obligation to provide 
the information or some other appropriate 
result in order to protect this information. 
Provider and Physician make a 
commitment to exercise all reasonably 
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informacemi, 
které byli nuceni poskytnout podle tohoto 
ustanovení.

anticipated effort to ensure confidential 
treatment of information which they were 
forced to provide under this stipulation.

15 (patnáct) let
na dobu -

Zadavatel neposkytne písemný souhlas s jejich 

ti Smlouvy 

nebo s nimi související (s výjimkou Projektových 

uchovat jednu

nezbytné kroky:

(a) ická a 

nezákonného zpracování; a

(b)

informacím souvisejícím s Projektem, podstoupí 

Provider and Physician shall retain the records 
(including patient records), reports and data 

period of not less than 15 (fifteen) years, or 
longer, if required by law, from the completion of 
the Project unless Sponsor provides written 
permission to dispose of them earlier or notice 
requiring their longer retention.
However, upon the termination or expiry of the 
Agreement, the Provider and Physician shall 

request, all documents, samples and material 
containing or relating to the confidential 
information (with the exception of Project Data), 
except that the Provider and Physician may retain 
one copy in its confidential files for record 
purposes only. Such destruction shall be promptly 
confirmed in writing by the Provider or Physician 
to the CRO.

The Provider and Physician shall take all 
necessary steps:

(a) to ensure that the technical and 
organisational security measures specified in the 
Protocol and applicable laws and regulations are 
taken to protect Project Data against accidental or 
unlawful destruction or accidental loss or damage, 
alteration, unauthorised disclosure or access and 
against all other unauthorised disclosure or access 
and against all other unauthorised or unlawful 
forms of processing; and

(b)
own employees, as well as any sub-contractors, 
temporary employees or other third-parties or 
vendors who have access to any confidential or 
personally identifiable information relating to the 
Project, receive appropriate privacy and security 
training, which shall be updated periodically as 
the laws and regulations evolve.

3. Jakékoliv výsledky spolupráce smluvních 3.
cooperation, including, but not limited to 
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Projektu, informace, nálezy, vynálezy, 

Zadavatele Projektu. Poskytovatel a 

neomezenou a neodvolatelnou licenci ke 

hrnuta 
v

Zadavateli Projektu k uchovávání 

uvedených v záhlaví této Smlouvy a to 

s

Smlouvy. Zadavatel je v této souvislosti 

eCRF incl. not completed ones, all the 
data, databases, all the Project results, 
information, findings, inventions, 
patents, technical solutions and 
discoveries, regardless whether they are 
suitable to patent protection or not, are 
exclusive property of Project Sponsor. By 
signing this Agreement, Provider and 
Physician grant irrevocable licence to 
Sponsor, not limited by time or place, to 
all ways of exploiting the work which 
shall be or may be created while fulfilling 
this Agreement. Compensation for 
providing this licence is already included 
in the compensation given in the 
Appendix No. 2 of this Agreement. 
Physician hereby grants an agreement to 
Project Sponsor to store personal contact 
details of Physician given in heading of 
this Agreement, solely for purposes of 
keeping and processing these details in 
connection to the results and course of 
this Project, for a period of 10 years after 
this Agreement is terminated. Sponsor is 
privacy data administrator in this case. 

4.

spojena s jakoukoliv jinou obchodní 

vyrábí, dodává nebo propaguje 
Zadavatel.

4. Contracting parties hereby expressly 
agree that this Agreement is not in any 
way connected to any other commercial 
activity which may possibly exist 
between contracting parties, including, 
but not limited to, the fact that neither 
Provider nor Physician are in any way 
obliged to prescribe, use, recommend or 
buy any goods which is made, supplied, 
produced or promoted by Sponsor.

5. Zjistí-li Zadavatel jakýkoli nedostatek 

mi zájmy Pacienta, 
Protokolem atp.) v

k
v -li tyto 
nedostatky v

5. If any deficiency is found by Sponsor 
(e.g. contradiction to legal regulations, 
this Agreement, justified interests of 
Patient, Protocol and so on) in 
implementing activities resulting from 
this Agreement on part of Provider and/or 
Physician, has a right to appeal to 
Provider/Physician to correct these 
deficiencies within a reasonable deadline. 
If these deficiencies are not corrected 
within the given deadline, Sponsor has a 
right to withdraw from this Agreement 
without further proceedings.
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6.

v

ve vztahu k Projektu, a 
poskytnou Zadavateli kopii jakékoli 
písemnosti vypracované dozorovým 
orgánem, která je výsledkem takové 

6. Provider/Physician have an obligation to 
inform Sponsor immediately in case the 
competent supervisory authority is 
planning, or possibly begins without 
planning, to carry out inspection related 
to implementing Project, and to provide a 
copy of every written document 
elaborated by supervisory authority 
which results from such inspection to 
Sponsor, immediately after obtaining it.

7.

ami 

dozorovými orgány. Zadavatel bude mít 

orgánu, vypracované v reakci na inspekci 

7. Provider/Physician make a commitment 
to realize all reasonable measures 
required by Sponsor in order to correct 
deficiencies found during audit or 
inspection carried out by Sponsor, parties 
authorised by Sponsor or by Czech or 
foreign supervisory authorities. Sponsor 
shall also have a right to re-examine and 
agree to any written document intended 
for a supervisory authority, elaborated in 
reaction to inspection by such an 
authority, before the documents are 
submitted to the authority by 
Provider/Physician.

8.
nabude platnosti uvedená nebo jakákoli 
právní úprava, z

jsou nebo by mohly být posouzeny jako 
nesouladné nebo rozporné s takovou 
právní úpravou, Zadavatel bude mít právo 

-li se 

úpravy na tako
která odstraní potenciální nesoulad nebo 
rozpor s touto právní úpravou.

8. Contracting parties have agreed that in 
case the aforementioned or any other 
legal provision becomes effective that 
could lead to a conclusion that 
arrangements agreed under this 
Agreement or some of them, or their 
purpose or fulfilment are, or could be, 
deemed non-compliant or contradictory 
to such legal provision, Sponsor shall 
have a right to terminate this Agreement 
effective to date of notice delivery to the 
Provider, if the contracting parties do not 
agree on such an amendment of the 
Agreement that would remove potential 
non-compliance or contradiction with 
regard to this legal provision before the 
legal provision comes into effect.

9.      9.   The Physician and the Provider explicitly 
acknowledge that the CRO does not 
provide indemnification of any kind and 
may not be held liable for any damages 
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podle této Smlouvy a/nebo ve Studii a 

a v souladu s pokyny Zadavatele. 

za 

souvislosti s jakýmkoli 
touto 

Smlouvou, a to i

eré nároky 

caused by the performance of the services 
provided under this Agreement and/or the 
Study and is not a party to any 
indemnification expressed or implied. 
The Physician and the Provider also 
acknowledge that the CRO does not 
assume any responsibility for actions or 
omissions performed under this 
Agreement upon and in accordance with 
instructions from the Sponsor, and that 
the Provider and/or the Physician must 
direct any claims or demands grounded or 
based on such actions or omissions, if 
any, directly to the Sponsor. 

In no event will the CRO be liable to the 
Provider or the Physician for any special, 
incidental, indirect, punitive or 
consequential damages (including but not 
limited to lost profits and lost business) in 
relation to any claim arising out of or 
related to this Agreement even if advised 
of the possibility of such damages.  This 
limitation of damages shall also apply to 
any claims under the payment schedule of 
this Agreement.

V. V.
Special Provisions Concerning 

Publication/Access to the Agreement

1. Stanoví-
anebo kdykoli v

zhodnutí soudu, 

informacím, ve 

nich tuto Smlouvu anebo 
ní 

Smlouva anebo její 

osobám, anebo vyplývá-li z
st musí být 

1. If at the time of entering into this 
Agreement or at any future time any legal 
regulation, decision or measure of a 
competent administrative body, 
government agency or court decision 
which binds any party of this Agreement 

Regulations
not only, Act No. 106/1999 Coll. on free 
access to information, as amended, Act No. 
340/2015 Coll., on contract register, as 
amended, to publish this Agreement as a 
whole or in part, its appendices, data or 
information contained within it (further on 
Agreement or its part

access to third parties, or if regulations 
stipulate that this Agreement or its part 
must be published, the contracting parties 
have agreed that no contracting party is 
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poskytnutí provést, v
Smlouvy, o kterých druhá smluvní strana 
p e obchodní tajemství 

ustanovení této Smlouvy, 
Zadavatel za svoje obchodní tajemství

.

entitled to carry out publication or 
handover or otherwise provide or grant 
access to this Agreement to a third party 
which is to carry out publication according 
to the Regulations, within the scope of 
those parts of the Agreement which the 
other contracting party proves to be their 
trade secret or access to which or 
publication of is not expressly required by 
the Regulations. For the purposes of this 
provision, and without prejudice to the 
other provisions of this Agreement, 
Sponsor considers to be their trade 
secret , always and first of all 
Appendices 1 and 2 of this Agreement.

2.

Poskytovatel, a pouze pokud tak 
Poskytovatel 

tomu 
ní 

vyplývající, smí tak provést Zadavatel.
Poskytovatel

Zadavatel. Poskytovatel se zavazuje 
v éto Smlouvy 

v
také identifikátor datové schránky 
Zadavatele, kterým je: d9wqk8h a/ nebo 
emailovou adresu: 
registr.smluv@novartis.com, 
zaslání automatického potvrzení o 

v

zuje 

z informací, která je dle této Smlouvy 
rámci 

340/2015 Sb.

2. Without prejudice to the previous 
provision, contracting parties have 
agreed that publication, providing access 
to or granting for publication shall be 
made by Provider, and only in case 
Provider does not do so three workdays 
before elapse of the furthest deadline set 
for it by the Regulations or resulting from 
such Regulations, Sponsor may do so. 
Provider will publish, provide access to 
or grant for publication exclusively that 
version of Agreement or its parts which 
shall be prepared and provided by 
Sponsor on their request. Provider makes 
a commitment that within the procedure 
of publishing this Agreement according 
to the Act No. 340/2015 Coll., they will, 
while inserting meta data, insert an 

is: d9wqk8h and/or e-mail address: 
registr.smluv@novartis.com, for the 
purposes of sending an automatic 
confirmation of Agreement publication. 
To remove any doubt, for the purposes of 
this provision, the furthest deadline 
pursuant to the Act No. 340/2015 Coll. is 
a deadline set forth in its Section 7 of Par. 
1, which is a deadline after which expiry 
the Agreement is cancelled from the 
beginning. Provider makes a commitment 
not to publish and not to provide any of 
information being excluded from 
publication under this Agreement, also 
within meta data which are given and
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published together with the Agreement 
pursuant to the Act No. 340/2015 Coll.

3.        
realizovat jakoukoli publikaci nebo 
prezentaci související s tímto Projektem, 

návrhu prezentace nebo publikace mimo 

(a)
publikace;

(b)
vyzrazení patentových informací;

(c)
vlastnictví;

(d)

navrhované publikaci, pokud bude mít 

navrhované 

prezentace nebo k datu, kdy budou 

releva

3.       If the Provider or investigator wishes to 
make any publication or presentation 
relating to the Project, at meetings or 
otherwise, the Provider / investigator 
shall provide to the Sponsor any proposed 
presentation at least 15 (fifteen) working 
days prior to being disclosed and any 
other proposed publication at least 30 
(thirty) working days prior to being 
disclosed. The Sponsor, through the CRO 
or its designee, shall have the right to 
require amendments to any such 
proposed presentation or publication on 
reasonable grounds including without 
limitation:

(a) to ensure the accuracy of the presentation 
or publication;

(b) to ensure that proprietary information is 
not inadvertently divulged;

(c) to enable intellectual property rights to be 
secured;

(d) to enable relevant supplementary 
information to be provided.

The Provider / investigator shall be 
required to comply with any request to 
amend or delete any statement in a 
proposed publication, provided such 
request is based on any one of (a) to (d) 
above.

The Sponsor may require any proposed 
publication or presentation to be delayed 
for up to 4 (four) months to enable a 
patent application to be prepared and 
filed. The 4 (four) month period shall 
commence on the date of receipt of the 
proposed publication or presentation, or 
from the date when all relevant data from 
the Project are made available to the 
Sponsor, whichever is later.  As the 
Project is a multi-centre study, the first 
publication of data shall be based on 
consolidated data from all centres 
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dle protokolu, pokud se hlavní
podílející se na Projektu a Zadavatel 

souvisejících s Projektem bude dáno 
dohodou se Zadavatelem.

analysed according to the Protocol, 
unless otherwise agreed in writing by all 
the principal investigators involved in the 
Project and by the Sponsor.

Authorship of any publications relating to 
the Project shall be determined by 
agreement with the Sponsor.

VI. VI.

ustanovení
Validity Period of the Agreement and Final 

Provisions

1.

jejího podepsání smluvními 
stranami a uzavírá se na dobu do konce 

v souladu s -li
souladu s jinými 

ustanoveními. Zadavatel a Poskytovatel 

Poskytovateli za poskytnut

nebyla zaplacena, proplacena podle 

v souladu s

jakéhokoli 

1. This Agreement is entered into for a 
fixed-term. This Agreement becomes 
effective on the day of being signed by all 
contracting parties and is entered into for 
a term until the end of the calendar month 
following month when 
Provider/Physician carried out the last 
visit of the last Patient incorporated into 
the Project pursuant to this Agreement, if 
this Agreement is not terminated earlier 
in accordance with other provisions. 
Sponsor and Provider have the right to 
terminate this Agreement by a written 
notice without giving a reason; period of 
notice is 14 days beginning on the day of 
delivery to the other contracting party. In 
such a case the compensation to Provider 
for services provided pursuant to this 
Agreement which was not reimbursed to 
the day of termination shall be 
reimbursed according to the actually and 
properly completed eCRFs pursuant to 
the Article III and an Appendix No. 2 
which constitute an entitlement to 
compensation to Provider. Provision of 
Article IV. Par. 2 and 3 of this Agreement 
remain effective even after this 
Agreement is terminated for any reason.

2.

této Smlouvy. Odstoupení od Smlouvy 

2. Sponsor has the right to withdraw from 
this Agreement by means of a written 
notice, if Provider or Physician breach 
any provision thereof. Agreement 
withdrawal must take a written form and 
must be delivered to Provider and 
Physician. Withdrawal becomes effective 
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ení. Odstoupením od Smlouvy není 

Smlouvy ze strany Zadavatele se 

stranám tehdy, je-
Poskytovateli.

on the day of its delivery. Entitlement to 
damages is not affected by withdrawal 
from this Agreement. Contracting parties 
agree that Sponsor withdrawal from this 
Agreement is considered delivered to the 
other contracting parties when it has been 
delivered at least to Provider.

3.        

po

o tomto bude neprod
CRO nebo Zadavatele.

3.         The Provider and Physician certify that (i) 
neither the Physician nor Provider nor 
any person employed by it in connection 
with the Project has been debarred from 
participating in clinical studies under any 
applicable law or enactment; and (ii) if at 
any time after the execution of the 
Agreement, the Provider or Physician 
become aware that the Provider or 
Physician or any person involved with the 
Project is debarred, or is in the process of 
being debarred, the Provider or Physician 
will notify the CRO or Sponsor 
immediately.

4.
stejnopisech, z
Zadavatel Projektu, a po jednom 

4. This Agreement is done in triplicate, of 
which one shall be obtained by Sponsor 
and one shall be obtained by Provider and 
Physician. 

Attachments: 

1. Protokol Projektu 1. Project Protocol
2. Compensation and Payment Terms
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podepisující osoby a jako zástupce jménem 

Stage (UK) Limited

For NOVARTIS PHARMA AG, acting 
through its authorized signatory and agent for 
and on behalf of Novartis Pharma AG, UBC 
Late Stage (UK) Limited

Jméno: Name:

Funkce: Title:

Podpis:

Datum:

Signature:

Date:

_______________________ _______________________
Poskytovatel Provider
Jméno:
Funkce:

Podpis:

Datum:

Name: Ph.D.
Title: Director

Signature:

Date:

Physician

Jméno: MUDr. Alexandr Poprach, Ph.D.

Podpis:

Datum:

Name: Alexandr Poprach, M.D., Ph.D.

Signature:

Date:

halouzka
Text napsaný psacím strojem
24. 4. 2018

halouzka
Text napsaný psacím strojem
24. 4. 2018

halouzka
Text napsaný psacím strojem
4. 5. 2018

halouzka
Text napsaný psacím strojem
4. 5. 2018

halouzka
Text napsaný psacím strojem
4. 5. 2018

halouzka
Text napsaný psacím strojem
4. 5. 2018




