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1. INTRODUCTION

This agreement (this “Agreement”) is between Coealc, (hereafter known as “Covance”) a
company located at 210 Carnegie Center, Princdtlmwy Jersey, 08450-6233, USA, a Contract
Research Organisation acting as an agent for MERGHA, (the “Sponsor”) and MUDr. Branislav
Bystricky, (“Investigator”) whose normal place afdiness is Fakultnd nemocnica Kien Legionarska
28, 911 71 Tretin, Slovak Republic and Fakultha nemocnica diren(“Institution”), located at
Legionarska 28, 911 71 Trén, Slovak Republic.

2. INVESTIGATOR AND INSTITUTION COMMITMENT

The Investigator and Institution agree to condudirgcal study: A Randomized, Double-Blind, Ph#ie
Study of the Efficacy and Safety of Gemcitabine Gombination with TH-302 Compared with
Gemcitabine in Combination with Placebo in Prevplintreated Subjects with Metastatic or Locally
Advanced Unresectable Pancreatic Adenocarcinored $ttudy”) in compliance with ICH guidelines on
Good Clinical Practice, including the DeclaratidrHelsinki and the EC-GCP Note for Guidance (where
applicable), and applicable local regulations. Bhedy is part of a multicentre study being conedct
under protocol EMR200592-001 (the “Protocol”).

The Investigator agrees to screen and randomiséficient number of patients to provide 5 evaluable
cases. An evaluable case is defined as a patifentsaeligible for participation in the Study aadiog to

the inclusion and exclusion criteria specified hg Protocol and who completes the full course of
therapy and the required number of visits accordinthe Protocol. This definition includes patient
withdrawn due to lack of efficacy or withdrawn dioethe development of adverse events, considered to
be possibly or probably related to TH-302, who swdsequently followed up as requested in the
Protocol. A screening failure is defined as a ipidibpatient who did not meet one or more of thieiga
applicable for participation in the Study.

The Investigator understands and agrees that @dinga must be randomised December 31, 2014. No
patients may be randomised after this date withwitien authorisation from Covance. All patientsovh
do not meet the criteria for evaluable cases \iltdplaced, provided that the recruitment pericrio
expired.

1) The Investigator/Institution shall:

a) allow regular monitoring visits to be performadhe Study Site by a monitor assigned by Covance
or the Sponsor;

b) upon reasonable notice, but at least 10 days pwithe visit and within normal business hours
allow the monitor to visit the Study site beforenand during the Study to discuss the perforreanc
of the Study by the Investigator and the Study tstaff;

c¢) grant the monitor direct access to all documesltging to the Study, including all various sasc

of patient records.

2) The Investigator shall meet with the monitopirson no less than every second monitoring visit,
or as otherwise requested by the monitor.
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3) The Investigator shall complete full data entyd inclusion of all patient visit data into the
Clinical Report Form (CRF) prior to a scheduled itaming visit.

4) The Investigator shall resolve all outstandingrips prior to a scheduled monitoring visit.

5) Prior to a scheduled monitoring visit and usihg Study specific forms provided by the
Sponsor/Covance, the Investigator shall:

(a) complete the Study Site drug inventory log;

(b) complete the Study Drug accountability formdtl Study patients.
The Investigator/Institution understands that shib-section 5 includes, but is not limited to:

(i) fully documenting the dispensing of the Studgdication;

(ii) returning any unused Study medication, oreotBtudy materials received.

(iii) records of destruction if required at Stuslige

6) The Investigator shall provide the monitor wih existing source data during to a scheduled
monitoring visit.

The Investigator shall provide evidence for hgvine required documentation to conduct the Study
(all local and GCP required documentation such@4RB approval, etc) and shall promptly provide
updates or changes during the life of the Study.

The Investigator and Institution understand thaynpent may be withheld for failure to complete any
of the above tasks, until satisfactory performance.

The Investigator represents and warrants the fatligw

(&) he/she is trained and qualified to conductiddih trials within the location at which the
Investigator shall perform the Study, and Studg Staff working on the Study shall be appropriately
trained in ICH GCP and the Protocol.

(b) Sufficient resource and time is available ahdllscontinue to be available to Investigator for
dedicated, proper and punctual performance of tiuelySin accordance with the Study Protocol
requirements and the terms of this Agreement.

(c) sufficient resource is allocated and shall twa to be sufficiently allocated and available to
Investigator to conduct this Study, and

(d) All identified Study team staff shall be adetplya trained on the Study Protocol and the Study
procedures.

The Investigator shall:

() maintain general Study oversight at all tindesing the Study;

(i) document any delegation of authority for thenduct of the Study to appropriately
trained individuals;

(i) ensure that written and signed (and witnessédpplicable) Study subject Informed
Consent is obtained from all patients enteredtimoStudy;

(iv) take full responsibility for the handling, sége, dispensing and accountability of the
investigational medicinal product;

(v) maintain accurate and complete records andt&po

(vi) report all Serious Adverse Events (SAE) imnagelly, and all Adverse Events (AE)
promptly within 24 hours;

(vii) ensure that all Clinical Report Form (CRF)cdmentation is completed prior to a
monitoring visit and that all Study records arerpptly documented either by Investigator, or a
documented delegate of the Study team staff;
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(viil) ensure that access to and completion ofeduired Study documentation, (including but
not limited to, CRF, eCRF, Randomisation systemsgening, enrolment and randomisation logs,
delegation of authority log, informed consent lajug accountability), is performed only by
authorized Study team staff.

(ix) ensure that all source data (electronic and-@lectronic) are made available to the
monitor for source data verification

The Investigator understands that it is strictly prohibited to share any individual user
name/password of any electronic system among multgusers.

The Investigator understands that it is strictly prohibited to delegate any Investigator
responsibilities to the Study monitor.

3. BUDGET AGREEMENT

The Institution, Investigator and Covance have eaglewed and approved the budget attached which
lists the amounts incurred for completed visitsrdythe course of the Study. This budget is apgmiov
for maximum payment of 115 585 EUR (representirey&luable patients at 23 117 EUR per patient,
each completing the entire Study course accordinthé Protocol). This payment per patient also
includes any task that is required of the Investigand Institution by ICH-GCP e.g. administratigsks.
The attached budget checklist will be the basisétrulating and reimbursing all Study-related sost

It is understood and agreed that no reimbursemiirtbevprovided for patients who are randomised int
the Study and do not conform to the Protocol'susioh and exclusion criteria or for whom serious
deviations from the Protocol are made. It is adjthat reimbursement for eligible patients who do n
complete all visits in the Study will be pro-rattording to the budget checklist.

Interim payments will be made in regular instalrsdotiowing the randomisation of the first pati@mto

the Study and will be based upon the number otsvisbmpleted by patient at the payment date.
Institution and/or Investigator agree to submiinalfinvoice to Covance within forty five (45) dagé
completion of the Study. Final payment will be maafeer Covance has received and thoroughly
reviewed all the Case Report Forms and all appatsbata Clarification Forms are duly signed by the
Investigator. The total actual (pro-rated) costtlve determined and the final instalment will afjthe
total plus the additional payments if applicabksléhe total already paid.

This payment schedule will be modified if it becanapparent that the total number of patients adcrue
will fall short of or exceed (after mutual agreemeith Covance) the anticipated 5 patients and that
adherence to this schedule would result in subataverpayment/underpayment to the Institution/and
Investigator.

Disclosure by Sponsorin the interest of transparency relating to Spdsdinancial relationships with
clinical investigators and clinical study sitesp8gor may publicly disclose the funding associaték

this Agreement or if applicable any other benefitvided to Investigator or Institution by Sponsor o
Covance, including, but not limited to, paymentsde#o institutions and payments made or attribatabl
to Investigator or other individuals directly ordirectly, and value associated with meals or travel
expenses if applicable.

4. AUDIT

Upon request from Covance, all clinical data, idolg CRFs, patient tracking reports, source
documentation, and other relevant information geeeras a result of the Study, will be disclosethiey
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Investigator and/or Institution to the Covance rtmmor auditor or auditor from the Sponsor. Upon
further request from Covance, the Investigator @aniistitution agree to provide necessary clindztia
queries/corrections or other requests in a timedypimar to the Covance monitor. The Investigator and
Institution generally agree, as applicable, toyfalb-operate in any audit of the Study by Covaitioe,
Sponsorthe relevant Health Authorities or their respectseresentatives.

The Investigator together with the Institution $hapon request from Covance or the Sponsor or a
regulatory health authority:

a) with reasonable notice, allow auditors from Gme or the Sponsor to visit the Study Site to
conduct reviews of all study records and proceasése Study Site, including access to all medical
records for subjects screened and enrolled inttigy sall consent documentation, laboratory reports
and other relevant information generated as atrebtile Study.

b) Upon further request from Covance, the Invesiigand/or Institution agree to provide necessary
clinical data queries/corrections or other requiessstimely manner to the Covance monitor.

c¢) notify Covance promptly of any notifications r@&fgulatory inspections which are received by the
Study Site

d) cooperate with Covance and/or Sponsor in préparactivities for any inspection, including
audits

d) facilitate the conduct of regulatory inspectidwy regulatory health authorities, allowing foe th
presence of Covance or Sponsor staff during theeton

e) liaise with Covance and/or Sponsor in respontbnany regulatory inspection findings in relation
to the Study.

5. TERMINATION

It is agreed that upon receipt by Institution ofiid@ten notice.Covance may terminate this Agreement
and Investigator’s and/or Institution’s particijatiin the Study at any time, with or without causg,
written notice with one month notice period stayton the first day following the delivery of notite
contracting party, including if any of the follovgrsituations occur:

1. The rate at which patients are being randonisausufficient to meet the goal of 5 evaluable
patients recruited before December 31st, 2014 il likely that this situation will not be
rectified.

2. The incidence and/or severity of adverse dragtiens in this or other studies with TH-302

indicates a potential health hazard.

3. Adherence to the Protocol is poor or data reagnd inaccurate or unclear .
4, Covance, the Investigator and/or the Institutigree to terminate this Agreement.
5. The total number of patients required to bedoanised is reached before the end of the

recruitment period.

6. The Sponsor of the Study and/or the appropRatilatory Agency mandates the termination of
the Study.

Should the Study be terminated prior to the congledf 5 evaluable patients Covance shall reimburse
the Institution or Investigator on a pro rata bagithe number of visits completed by patient. Btahe
Institution or the Investigator have already reedipayments in excess of the actual pro rated asioun
due then that overpayment will be promptly remite@ovance by the Institution or Investigator.
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6. INDEMNIFICATION AND INSURANCE

Institution and Investigator shall be solely liafide and expressly agree to indemnify and hold tessn
Sponsor and Covance from any and all liabilityjnota loss, damage, costs, including attorneys’, fees
with respect to any liability arising out of Instibn or Investigator's negligent or wrongful acts
omissions or failure to comply with the Protocodam all applicable local laws, regulations, rules,
ordinances and guidances, including but not limitethose addressing protection of human subjects a
disclosure of personal information.

Any indemnification rights afforded to the Investigr or the Institution are provided exclusivelythg
Sponsor. In the event that the Institution or $itigmtor invoke such rights, then the Investigator
Institution shall deal directly with the Sponsor.

During the term of this Agreement, and afterwardnasessary to cover its liabilities under this
Agreement, the Institution will maintain the lidtyilinsurance, in accordance with the provisionghef
regulations or provisions of the law of Slovak Ram) for the damages that might occur as a
consequence of an oversight or failure which cdaddcommitted during the activities stated in this
Agreement.

Where the Investigator is an employee of the bistih and is covered by the Institution’s insurance
policies, the Investigator shall not be requiredaoy separate policies of insurance.

The Institution shall upon request provide a cofphe relevant liability insurance coverage.

Sponsor has procured a clinical trial insuranc&pdor this Study in accordance with the requiretse
of the law of Slovak Republic.

7. PROPERTY

All equipment, materials, documents, data, inforomatind suggestions of every kind and description
supplied to the Investigator or the Institutionedity or indirectly by the Sponsor or prepared or
developed by the Investigator or the Institutiomspant to the Agreement (except for Investigator or
Institution procedural manuals, personnel data, Ewestigator or Institution developed computer
software), or resulting from the services provithedeunder shall be the sole and exclusive propérty
the Sponsor and be treated as Confidential Infeomgtlefined below); provided that the Investigator
and Institution may retain copies of such mate@alsequired by applicable laws, rules and reguiati
The Sponsor shall have the right to make whatesger it deems desirable of any such materials,
documents, data and information.

7.1 EQUIPMENT

If necessary and based upon Sponsor's assessif Institution and Investigator's existing
equipment, Sponsor may provide equipment (the ‘{ifgent”) to the Institution and Investigator, as
such Equipment is listed in Appendix A. The Equipimghall remain the sole and exclusive property of
Sponsor and shall be used by the Institution anestigator to conduct the Study in accordanitde w
the Protocol. The Equipment must be used exclysiwglthe Institution and Investigator for the Study
until the Study is completed and according to thenSor’s instructions.

If Sponsor, directly or through Covance, jdesg Institution and Investigator with Equipmeiat
use in this Study, the Institution and Investigatgree that neither the Sponsor nor Covancal sh
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insure the Equipment, or be responsible fantmaance or any risk of loss in connection il
Equipment, during the term of the Study. Thestitution and Investigator agree that the Equipment
shall remain in the same condition during tBeidy, with the exception of ordinary depreoiati
and that the Institution and Investigator will &l Sponsor and/or Covance’s instructions for digjom

of the Equipment upon the completion or terminatibthe Study.

Following completion of the Study or upon termipatiof the Study for any reason, the Institution and
Investigator shall return the Equipment to Spansor

During the term of the Study, Institution and Imigetor shall be responsible for immediately nartify
Sponsor of any malfunctioning Equipment.

8. CONFIDENTIAL INFORMATION

The Investigator and the Institution agree thatraterial, documents and information provided tanth
by Covance or the Sponsor and all information dged by the Investigator or the Institution in
connection with the Study for the Sponsor is andllshe considered as confidential information
(collectively, the “Confidential Information”) arttie sole property of the Sponsor. The Investigaor
the Institution agree to hold such Confidentiabinfiation in strict confidence for fifteen yearteathe
date of disclosure and shall disclose the Confidehtformation to hospital authorities, institutl
review boards, and their respective agents, emedpyficers and directors and representativesamby
need-to-know basis and only if foregoing parties lound and obligated by the same provisions of
confidentiality as used by the Investigator and linitution; providedthat the Investigator and the
Institution will have no obligations with respeotdny Confidential Information that (a) is now atelr
becomes publicly available through no fault of thevestigator or the Institution, as applicable), i€
obtained by the Investigator or the Institutionapplicable, from a third party not under obligatio the
Sponsor with respect to such Confidential Inforomatic) is already in the possession of the Ingesir

or the Institution, as applicable, as indicatethigir written records, or (d) is required by any laule,
regulation, order, decree or subpoena or othecipldadministrative or legal process to be diszlbs

The Investigator and the Institution will not usg/auch Confidential Information for their own béne
or for the benefit of any third party, and will nfairnish to any third party any materials which
incorporate any Confidential Information as otheeviherein above provided. All obligations of
confidentiality and non-use set forth in this Agremt will survive the expiration or earlier terntioa

of this Agreement.

9.DATA PROTECTION

For the purposes of this Agreement "Personal Indbion" shall mean any information or set of
information in any format that identifies, or isedsby or on behalf of Covance or Sponsor to idgrif
individual.

The Institution and Investigator shall, throughting term of this Agreement, comply with all apptilea
data protection and privacy laws, rules and remguiat as amended from time to time, with respetii¢o
collection, use, processing, storage, transfer,ifioation, deletion and/or disclosure of any Peedon
Information under this Agreement. In the event thatinstitution and Investigator shall providedeexal
Information to Covance or Sponsor, the Instituiond Investigator represent and warrant that they ar
not violating any applicable laws, rules or regols, or the rights of any individual or entity, by
providing such Personal Information to CovancemriSor. The Institution and Investigator shall fiyoti
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Covance and Sponsor immediately of any accideatdwful or unauthorized uses or disclosures of
Personal Information of which it becomes aware.

Notwithstanding the foregoing, for purposes of thigeement, any information provided to Covance or
Sponsor shall always be anonymized, and shallmahy case identify or be capable of identifying an
individual, or shall be, or be deemed to be, "Raktnformation” under any applicable laws, rules o
regulations. Further, no information other than itifermation provided to complete the clinical stud
shall be provided to Covance or Sponsor undeiiiisement.

The Investigator and Institution herewith conséat Covance and the Sponsor, their affiliates,thei
respective agents and representatives (who areacturlly bound to uphold the same privacy stargdard
as Covance), and their respective successors aighss collect and use information about the
Investigator and Institution, such as contact mfmion and professional credentials, and other
information relating to the Institution’s and/orvéstigator's performance of clinical studies, fbe t
following purposes: (i) the conduct of the Study;réview by governmental or regulatory agencied a
Sponsor, including its affiliates, designees anehtg (iii) satisfying legal or regulatory requirents; or

(iv) storage in databases for use in selecting $de future studies; (v) inviting Investigator attend
conferences and to participate in other prograntsialce and the Sponsor also may use personal
information to keep track of interactions with Istigator and Institution both online and offline, t
ensure compliance, and to remember Investigatois lastitution’s professional preferences. Should
Investigator or Institution at any time wish to nba or delete the data about the Investigator and
Institution provided to Covance or Sponsor, Covaarte the Sponsor shall do so upon receipt of notice
from Investigator or Institution.

10. INVENTIONS

The Investigator and the Institution will disclgg@mptly to Covance or the Sponsor or its nominge a
and all inventions, discoveries and improvementeeived or made by the Investigator or the Insbitut

in the course of the Study and/or while providinglsservices to Covance pursuant to this Agreement
and relating to such services, and the Investigaidrthe Institution will execute any and all aggtions,
assignments, or other instruments and give tesyinadnich the Sponsor shall deem necessary to apply
for and obtain Letters of Patent in any countryooprotect otherwise the Sponsor’s interest thesaid
Sponsor shall compensate the Investigator andétntitution, as applicable, for the time devated
said activities and reimburse it for expenses mclr These obligations shall continue beyond the
termination of this Agreement with respect to irti@ms, discoveries and improvements conceived or
made by the Investigator or the Institution, asliepple, while providing services to Covance ondieh

of the Sponsor pursuant to this Agreement, and lsedinding on the Investigator's and the Ingtitoits
assignees, administrators and other legal repedaars.

11. PUBLICATION POLICY

Details of the Study and its results shall not blipised or published in any form without priomsent
of Covance or the Sponsor. Such approval is negess@revent premature disclosure of trade secrets
and other confidential information.

12. INDEPENDENT CONTRACTOR

The relationship of both Covance and the Sponstr thie Investigator and the Institution under this
Agreement shall be that of an independent contraatal nothing in this Agreement or otherwise er th
arrangements for which it is made shall constitotestigator or Institution, or anyone furnishedused
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by the Investigator or the Institution in the pemfiance of the services contemplated by this Agregme
as an employee, joint venturer, partner, or servg@bvance or Sponsor.

The Investigator, Institution and Covance acknoggethat Covance is acting on behalf of the Sponsor
and that Covance’s ability to make the paymenthadnstitution and/or Investigator depends noy onl
on the Institution’s and Investigator's completaf@enance of obligations under this Agreement and
other terms and conditions specified here, but afs@ovance receiving from the Sponsor the funds
necessary to make the payments contemplated herein.

13. BUSINESS AND FINANCIAL DISCLOSURE

Investigator and Institution represent and wartaat they have not accepted nor been offered any
payment of money or other assets for the purpodeflofencing their decisions or actions to help
Covance or Sponsor obtain or maintain businesdt@iroa business advantage where such payment
would constitute violation of any law, includingttot limited to the U.S. Foreign Corrupt Practices
Act, U.K. Bribery Act 2010, and other applicabldidribery/anti-corruption laws. Investigator and
Institution further represent and warrant that thaye not made and agree that they shall not make
any payment or any offer or promise for paymerthegidirectly or indirectly, of money or other
assets, to government or political party officiafficials of international organizations, candesfor
public office, or representatives of other busiesssr persons acting on behalf of any of the
foregoing for the purpose of influencing decisi@nsactions or where such payment would constitute
violation of any law and other applicable anti-ferfyanti-corruption laws.

14. CHANGES TO SCOPE OF AGREEMENT

The terms and conditions of this Agreement willréeegotiated by Covance if the Sponsor and/or the
appropriate Regulatory Agency make major changekealesign or scope of the Study which would
significantly affect the terms hereof. No otheresiment to this Agreement shall be effective untass
made in writing and signed by the parties hereto.

15. INVALIDITY

If any provisions hereof shall be determined tarbvalid or unenforceable, the validity and effetthe
other provisions of this Agreement shall not bectfd thereby.

16. GOVERNING LAW/ARBITRATION

This Agreement shall be governed by and constmedtc¢ordance with the law of the state of Slovak
legislation (other than provisions relating to dimté of laws).

17. ASSIGNMENT

Neither this Agreement nor any rights or obligagianising hereunder shall be assigned by theutistit
or Investigator without the prior written consehGmvance. Covance may assign this Agreement in
whole or in part only with Institution’s and Invegtor's consent.

18. FINAL CLAUSES

Parties agree to always resolve all the issuesdeddy at least one of the parties as necessary in
speedy manner and without unnecessary delayasialickly as possible and at the lowest possidse ¢
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Rights and responsibilities, which are not amermethis Agreement, such as legal relationship based
this Agreement, will be governed by the laws of $t@vak Republic. Parties, according to the cl&use
262, section 1 and 2, Law No. 513/1991, Coll., Cemmal Code as amended, explicitly agree that their
contractual relationship as stated in this Agreemdhbe governed by the Commercial Code.

In case any terms of this Agreement were or waikel becomes invalid or ineffective, all other term
will be considered to be separable and the valatityell as the effectiveness of this Agreemerit wil
remain intact. In such case and based on a mgtegment the parties agree to replace invalid or
ineffective terms with terms, which will best refléhe purpose of this Agreement, as well as thieoivi
the parties after entering into this Agreement.

No renunciation of any terms, clauses or conditadtikis Agreement, by acting or otherwise, on one
more instances, shall be considered further or @eemt renunciation of such term, clause or comddro
any other term, clause or condition of this Agreatrand shall not be explained as such.

This Agreement can be changed and amended onlgt baseewritten amendment, which will be marked
as such, appropriately numbered, dated and signalll prarties. This clause does not apply to the
Protocol amendments.

Sponsor can still change the Protocol even thauglan Appendix to this Contract. If a Protocol
amendment is issued, Sponsor shall inform the @y in writing about its existence and content.
Parties shall comply with the Protocol amendmemtisg on the date when the concerned Party has bee
notified about the change and such naotificatioreigfiable.

This Agreement becomes valid on the day of itsisgghy both parties and comes into effect on the da
following its publication in the Central RegistriyAgreements. Institution shall ensure non-disalesi
Agreement clauses containing information, whicmecaibe disclosed according to the valid legislation

This Agreement is executed in three counterpamts copy for the Institution, one for the Investayat
and one for the Sponsor.

Parties state that they have read this Agreemehhave understood its content, that they haveeshter
into the Agreement freely and seriously, determigyedl clear and have signed this Agreement in their
own hand to certify, that the content of the Agreatmeflects their actual and free will.

By the signatures below, the parties agree toettmest contained in this Agreement.

[REMAINDER OF THIS PAGE INTENTIONALLY BLANK]
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For and on behalf of Covance Inc. Date
which has been authorized to sign this Agreement by
MERCK KGaA

Name: MUDr. Ladislav Bartalos
Title: Senior Clinical Operations Manager

For and on behalf of Fakultha nemocnica €hen Date
Name: RNDr. Jan Dubovsky
Title: director

MUDr. Branislav Bystricky Date
Investigator
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Account # 8267370

BUDGET CHECKLIST

SPONSOR: MERCK KGaA
PROTOCOL: EMR200592-001
INVESTIGATOR: MUDr. Branislav Bystricky
INSTRUCTIONS FOR PAYMENT:

PAYEE DETAILS:

Principal Investigator:

ROW

Bank Account Number:

Account Name:

Bank Name:

Bank Address:

Bank Swift Code:

Name and Home Address of MUDr. Branislav Bystricky
Account Holder:

Institution:

Bank Account Number: 700280438/8180

Account Name:

Bank Name: Statna pokladnica

Bank Address: Radlinského 32, 810 05 Bratislava

Bank Swift Code: SUBASKBX

Name and Home Address of Fakultna nemocnica Tréim, Legionarska 28,
Account Holder: 911 71 Tretin

CURRENCY: EUR

Template version date 24 Sep 2012
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Maestro specific version date 27May2013
Bystricky specific version date 08Jul2014
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Statement of Agreement 3 Way Inv/Inst/CVD ROW
MERCK KGaA Protocol # EMR200592-001

COV - 3454

Account # 8267370

BUDGET CHECKLIST - Continued

Payments to Investigator

STUDY VISITS PAYMENT/VISIT (EUR)
Screening visit 352,08
Cycle 1 Day 1 444,96
Cycle 1 Day 8 316,98
Cycle 1 Day 15 284,58
Cycle 2 Day 1 381,24
Cycle 2 Day 8 284,58
Cycle 2 Day 15 284,58
Cycle 3 Day 1 436,32
Cycle 3 Day 8 284,58
Cycle 3 Day 15 284,58
Cycle 4 Day 1 381,24
Cycle 4 Day 8 284,58
Cycle 4 Day 15 284,58
Cycle 5 Day 1 416,34
Cycle 5 Day 8 284,58
Cycle 5 Day 15 284,58
Cycle 6 Day 1 381,24
Cycle 6 Day 8 284,58
Cycle 6 Day 15 284,58
Cycle 7 Day 1 416,34
Cycle 7 Day 8 284,58
Cycle 7 Day 15 284,58
Cycle 8 Day 1 381,24
Cycle 8 Day 8 284,58
Cycle 8 Day 15 284,58
Cycle 9 Day 1 416,34
Cycle 9 Day 8 284,58
Cycle 9 Day 15 284,58
Cycle 10 Day 1 381,24
Cycle 10 Day 8 284,58
Cycle 10 Day 15 284,58
Cycle 11 Day 1 416,34
Cycle 11 Day 8 284,58
Cycle 11 Day 15 284,58
Cycle 12 Day 1 381,24
Cycle 12 Day 8 284,58
Cycle 12 Day 15 284,58
End-of-treatment visit 256,8
Safety monitoring visit after 30 days 175,8
Follow-up visit 50,4
Total per patierft ° 12 531,48
Maximum total available for %62 657,4
patients

This budget covers 60% of the total costs per patthe other 40% goes to institution.
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Statement of Agreement 3 Way Inv/Inst/CVD
MERCK KGaA Protocol # EMR200592-001
COV - 3454

Account # 8267370

Payments to Institution:

ROW

STUDY VISITS PAYMENT/NVISIT (EUR) CT SCAN PAYMENT
(EUR)

Screening visit 234,72 371,9
Cycle 1 Day 1 296,64

Cycle 1 Day 8 211,32

Cycle 1 Day 15 189,72

Cycle 2 Day 1 254,16

Cycle 2 Day 8 189,72

Cycle 2 Day 15 189,72

Cycle 3 Day 1 290,88

Cycle 3 Day 8 189,72

Cycle 3 Day 15 189,72

Cycle 4 Day 1 254,16

Cycle 4 Day 8 189,72

Cycle 4 Day 15 189,72

Cycle 5 Day 1 277,56

Cycle 5 Day 8 189,72

Cycle 5 Day 15 189,72

Cycle 6 Day 1 254,16

Cycle 6 Day 8 189,72

Cycle 6 Day 15 189,72

Cycle 7 Day 1 277,56 — Every 8 weeks (+/- 3 days) i
Cycle 7 Day 8 189,72 calculated from the date of
Cycle 7 Day 15 189,72 radomization—
Cycle 8 Day 1 254,16

Cycle 8 Day 8 189,72

Cycle 8 Day 15 189,72

Cycle 9 Day 1 277,56

Cycle 9 Day 8 189,72

Cycle 9 Day 15 189,72

Cycle 10 Day 1 254,16

Cycle 10 Day 8 189,72

Cycle 10 Day 15 189,72

Cycle 11 Day 1 277,56

Cycle 11 Day 8 189,72

Cycle 11 Day 15 189,72

Cycle 12 Day 1 254,16

Cycle 12 Day 8 189,72

Cycle 12 Day 15 189,72

End-of-treatment visit 171,2

Safety monitoring visit after 30 days  117,2

Follow-up visit 33,6

Total per patiertt” 8 354,32 22312
Maximum total available for %41 771,6 11 156,0

patients

bS2)

This budget covers 40% of the total costs per patibe other 60% goes to Principal Investigator.
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Statement of Agreement 3 Way Inv/Inst/CVD ROW
MERCK KGaA Protocol # EMR200592-001

COV - 3454

Account # 8267370

%Including Pharmacy fees

® CT scan (or MRI if there are contraindicationsQ®) of the thorax, abdomen and pelvic plus other
relevant evaluations as appropriate including bscan for subjects with bone metastases will be
performed to assess all known disease. All knowseadie must be documented as target or non-target
lesions using RECIST 1.1.

Imaging costs, quality control and time for postgassing and reporting are included.

Any procedures that may be costed above the stibdsles to be listed here:

Site Costs Budget (EUR)

Pharmacy: Set-Up Fee 551,0

Pharmacy: Store study drug, perl1,0
shelf per year

Radiology: Set-Up Fee 196,0

Laboratory: Set-Up Fee 275,0

Procedure Qty | Total

Gemcitabine reimbursement 1g vial (max 36 Reimbursed upon Invoice
3/cycle)

Dextrose 5% in Water (D5W) reimbursement 24 Reirmbdupon Invoice

The following items will be paid to Institution gelst to Covance Project Management approval and
upon 30 days of receipt of regular invoice. Paynientnvestigator will also be processed subject to
Covance Project Management approval.

Covance will pay the Institution only for the prdcees/tests required to be performed under the
Protocol that are not considered Standard of C30x).

When it is needed, the Institution will perform GEtan. Only when it is not possible to perform CT
Scan, the Institution will perform the MRI.

If Institution needs to perform to the patients bimed CT Scan or MRI, they will be paid by
Covance as full body CT Scan/MRI.

POSSIBLE INVOICE ITEMS (Euros)
Computerized axial tomography,
thorax, thoracic, chest (Cat Scan)
(CT Scan); with contrast
material(s)

Interpretation and Report;
Computerized axial tomography,
thorax, thoracic, chest (Cat Scan) 79,0 + VAT if applicable
(CT Scan); with contrast
material(s)
Computerized axial tomography,
pelvis, pelvic (Cat Scan) (CT 317,0 + VAT if applicable
Scan); with contrast material(s)

402,0 + VAT if applicable
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Statement of Agreement 3 Way Inv/Inst/CVD ROW
MERCK KGaA Protocol # EMR200592-001

COV - 3454

Account # 8267370

Interpretation and Report;
Computerized axial tomography,
pelvis, pelvic (Cat Scan) (CT
Scan); with contrast material(s)
Computerized axial tomography
abdomen, abdominal (Cat Scan)
(CT Scan); with contrast
material(s).

Interpretation and Report;
Computerized axial tomography
abdomen, abdominal (Cat Scan) 77,0 + VAT if applicable
(CT Scan); with contrast
material(s)

Interpretation and Report;
Computerized axial tomography,
whole body (Cat Scan) (CT 68,0 + VAT if applicable
Scan); full body, without
contrast, screening scan
Computerized axial tomography,
whole body (Cat Scan) (CT 370,0 + VAT if applicable
Scan); full body, without
contrast, screening scan
Magnetic resonance imaging,
chest, thorax, thoracic (MRI);
with contrast material(s) (eg,
proton)

Interpretation and Report;
Magnetic resonance imaging,

69,0 + VAT if applicable

387,0 + VAT if applicable

768,0 + VAT if applicable

chest, thorax, thoracic (MRI); 179,0 + VAT if applicable
with contrast material(s) (eg,

proton)

Magnetic resonance imaging,

pelvis, pelvic (MRI); with 630,0 + VAT if applicable

contrast material(s) (eg, proton)
Interpretation and Report;
Magnetic resonance imaging,
pelvis, pelvic (MRI); with
contrast material(s) (eg, proton)
Magnetic resonance imaging,
abdomen, abdominal (MRI); wit
contrast material(s) (eg, proton)
Interpretation and Report;
Magnetic resonance imaging,
abdomen, abdominal (MRI); wit
contrast material(s) (eg, proton)
Interpretation and Report;
Magnetic resonance imaging, fu
body (MRI)whole body, with
contrast

132,0 + VAT if applicable

=

696,0 + VAT if applicable

159,0 + VAT if applicable

=

122,0 + VAT if applicable
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Statement of Agreement 3 Way Inv/Inst/CVD ROW
MERCK KGaA Protocol # EMR200592-001

COV - 3454

Account # 8267370

Magnetic resonance imaging, fu
body (MRI): whole body; with 802,0 + VAT if applicable
contrast

Bone and/or joint imaging, bone
scan, bone scintigraphy, whole 235,0 + VAT if applicable

body

Interpretation and Report; Bone

and/or joint imaging, bone scan 60,0 + VAT if applicable
bone scintigraphy, whole body

Unscheduled visit 75,0 + VAT if applicable

Institution signature

Investigator signature:

Covance Project Manager signature:

Invoices shall be addressed to: And delivered to the monitor at:

Covance Inc. Covance Clinical & Periapproval Services Ltd, o.z.
210 Carnegie Center, Princeton, City Business Center, Karadéva 8/A

New Jersey, 08540 6233, USA 821 08 Bratislava, Slovak Republic
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Statement of Agreement 3 Way Inv/Inst/CVD ROW
MERCK KGaA Protocol # EMR200592-001

COV - 3454

Account # 8267370

Appendix A
EQUIPMENT
[Identify any Equipment provided to the site]
Name
Make
Model

Model Serial Number
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Vyhlasenie o 3-strannej zmluve s inst./skas. CVD ROW
MERCK KGaA Protokok. EMR200592-001

COV —3454
Ucet 8267370
ZMLUVA O KLINICKOM SKUSANI
PROTOKOL €. EMR200592-001
UCET & 8267370 PRACOVISKCX. 413
1. UVOD

Tato zmluva {alej len ,Zmluva?) sa uzatvara medzi spolwg’ou Covance Inc. dalej len
,Covance), ktord mé sidlo na adrese 210 Carnegie Centeice®on, New Jersey, 08450-6233, USA,
zmluvnou vyskumnou organizaciou posobiacou akostprdkovate pre spoléno” MERCK KGaA
(dalej len,,Zadavat&) a MUDr. Branislavom Bystrickym ,.$kasajuct), ktorého obvyklé pracovisko
je Fakultnd nemocnica Tréin, Legionarska 28, 911 71 Tegn, Slovenska Republika a Fakultnou
nemocnicou Trefin (,InStitdcia?), so sidlom Legionarska 28, 911 71 TienSlovenska Republika.

2. ZAVAZOK SKUSAJUCEHO A INSTITUCIE

SkdSajuci a Institucia suhlasia s realizaciou &kaj Studie: Randomizovand, dvojito zaslepena &tadi
fazy Il skimajuca &nnog’ a bezpénog’ lieku gemcitabinu v kombinacii s TH-302 v porovhan
s podavanim lieku gemcitabinu v kombinacii s placebu predtym neligenych pacientov

s metastatickym alebo lokalne pokitgm neresekovatmym pankreatickym adenokarcinomom
(.,Studia) v stlade s pokynmi ICH o spravnej klinickej praxiatane Helsinskej deklaréacie a deklarécie
ES-CPG (v pripade potreby), a platnymi miestnyradpismi. Tato Stidia je &is’ou multicentrickej
Studie, ktora sa vykonava giadprotokolu EMR200592-001Rrotokof-).

SkuSajuci suhlasi so skriningom a randomizaciotatiwaého pdétu pacientov zadelom poskytnutia 5
hodnotiténych pripadov. Hodnotifey pripad je definovany ako pacient, ktory je vhpgne &ag’ na
Studii poda kritérii na zaradenie a vynie Specifikovanych v Protokole, a ktory sa ljgoBrotokolu
podrobi celej terapii a absolvuje poZzadovan§epoavstev. Tato definicia Zal pacientov vyradenych z
dévodu nedostatmej &Einnosti alebo v dosledku rozvoja nezZiaduci¢mkov, ktoré su povaZzované za
mozno alebo pravdepodobne suvisiace s TH-302omritito pacienti budu néasledne sledovanilpod
poziadaviek Protokolu. NelUspe3ny skrining je defamy ako pripad potencionalneho pacienta, ktory
nespa jedno alebo viaceré kritéria potrebné prasfina skusani.

SkdSajuci chape a suhlasi s tym, Ze vSetci pagiemsia by randomizovani do 31. decembra 2014.
Pacienti nemézu byrandomizovani po tomto datume bez pisomného sitdpsi@nosti Covance.
VSetci pacienti, ktori nesplnia kritéri4 hodndtitgch pripadov, budl nahradeni za predpokladu, tée e$
neuplynulo obdobie ndboru.

1) SkuSajuci/Institacia:

a) umoznia pravidelné monitorovacie navstevy nac®iaku Studie monitorovi, ktorého pridelila
spola@nog’ Covance alebo Zadavdte

b) po upozorneni odoslanom v rozumnéamsovom predstihu, najmenej vSak 10 pracovnych dhd p
realizovanou navstevou a das pracovnych hodin umoZnia monitorovi navstevic®iiaka Studie
pred, po a ptas realizacie Stadie, aby sa prediskutovala reztizgt(die Skasajucim a timom Studie;

c) udelia monitorovi priamy pristup ku v3etkym miaiom tykajucim sa Stadie, vratane vsetkych
jednotlivych zdrojov zaznamov o pacientovi.

2) SkuSajuci sa na Ziadbsnonitora osobne stretne s monitorom minimalnéapokazdej druhej
monitorovacej navstevy alebo giadpoZiadavky monitora.

Vzor, verzia z 24.septembra 2012
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MERCK KGaA Protokok. EMR200592-001

COV -3454

Ucet 8267370

3) SkuSajaci musi dokeit zadavanie dat a zatlaSetky udaje o navsteve pacienta do Zaznamoveho
formulara @astnika klinického skuaSania (Clinical Report For@RF) pred planovanou
monitorovacou navstevou.

4) SkuSajuci vyrieSi vietky nevyrieSené otazky grkéghovanou monitorovacou navstevou.

5) Pred planovanou navstevou a pouzivajuc formuléené konkrétne pre tdto Stadiu, ktoré
poskytne ZadavatéCovance, Skusajuci musi:

(a) vypInt’ zdznam Pracoviska Studie o inventéri lieku;

(b) vyplnit formular o zodpovednosti za Skusany liek pre WEetkpacientov Studie.
Skusajuci/Institucia chape, Ze tento pododdiel $abhje, ale nie je obmedzeny na:

(i) riadne dokumentovanie vydaja Skusaného lieku;

(ii) vratenie nespotrebovaného Skusaného liekooaileého prijatého materialu pre Stadiu;

(iii) zaznamy o zndeni, ak sa to na Pracovisku Stadie poZaduije.

6) SkaSajuci poskytne monitorovi v3etky existujzceojové Udaje ptas planovanej monitorovacou
navstevou.

Sku3ajuci poskytne ddkaz o tom, Ze ma pozadovamindentaciu na vykonanie Stadie (vSetky
miestne dokumentacie a dokumentacie vyzadované/repraklinickou praxou, ako je schvalenie
EK/RVI, atd’.) a musi bezodkladne poskytnigh aktualizacie alebo zmenydas trvania Stadie.

Skusajuci a Institucia chapu, Ze v pripade nespnegsSie uvedenych dloh méZze thplatba
zadrzand az do ich uspokojivého vykonania.

Skusajuci prehlasuje a zéuje nasledovné:

(a) je vySkoleny a kvalifikovany na vykonavanienitikych skuSok na mieste, kde SkuSajuci bude
vykonava® Stadiu a zamestnanci Pracoviska Studie, ktoriypfiaca Stadii su riadne vySkoleni gad
ICH GCP a Protokolu,

(b) k dispozicii su dostatoé zdroje aas a tieto budu aj dalej k dispozicii pre SkuSajuceho, aby
mohol odborne, riadne acas pint’ svoju funkciu v sltlade s pozZiadavkami Protokoludi& a
podmienkami tejto Zmluvy,

(c) dostatoné zdroje budu pridelené v dostatom mnoZstve a budl aj dialej dostatdné a
pristupné Skaajicemu, aby mohol realizavao Stadiu, a

(d) kazdy identifikovanylen timu Stadie bude riadne vySkoleny o Protokdigli& a postupoch
Studie.

Skusajuci musi:

(i) vykonava’ vieobecny ddiad nad Studiou gas celej doby jej trvania;

(i) dokumentové v3etky postlpenia pravomoci na vykonavanie Stidieodnym
vySkolenym osobam;

(i) zabezpeit, Zze bude ziskany pisomny a podpisany (pripadnedsewy) Informovany
suhlas od v&etkych pacientov zaradenych do Studie;

(iv) prevzig plnd zodpovedna'sza manipuléciu, skladovanie, vydaj a&tnvanie skasaného
liecebného pripravku;

(v) vieg’ presné a Uplné zaznamy a spravy;

(vi) hlasit vSetky zavazné neziaduc&inky (SAE) okamzZite, a vSetky neZiaduagnky (AE)
bezodkladne do 24 hodin;

(vii) zabezpeit, Ze vSetky Zaznamové formularéadtnika klinického skiSania (CRF) budu
vyplnené pred monitorovacou navstevou, a Zze v3etllgnamy Stadie budi bezodkladne
zdokumentované kiiSkasajucim alebo poverenou osobou z timu Stadie;

Vzor, verzia z 24.septembra 2012
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(viii) zabezpeit, Ze vyplnenie vietkych pozadovanych dokumenginiie, (vratane, ale nie
vyhradne, CRF, eCRF, systémov randomizacie, slginirzapisov o zaradeni a randomizacii,
zaznamu o postupeni pravomoci, zapisu o informawvesithlase, zfiovanie liekov) bude vykonava
len povereny pracovnik timu Stadie a len on budg krtgimto dokumentom pristup;

(ix) zabezpeit, Ze v3etky zdrojové data (elektronické a neelektiat) budu k dispozicii
monitorovi na overenie tychto zdrojovych dat.

Skasajuci rozumie, Ze zdikanie jednotlivych mien pouzivat®ov/hesiel je medzi pouziva®mi
akéhokd’vek elektronického systému prisne zakazané.

Ska3ajlci rozumie, ze delegovanie akejlwek zodpovednosti na monitora Stidie je prisne
zakazane.

3. DOHODA O ROZPOTE

InStitdcia, SkuSajuci a spdioog’ Covance zhodnotili a schvdlili prilozeny rozpt v ktorom sa
uvadzaji sumy vynaloZené na uskuné navstevy gas trvania Stidie. Tento rozieo je schvaleny
na platbu do maximalnej vySky 115 585 EUR (predgticu 5 hodnotiteaych pacientov na 23 117
EUR na pacienta, z ktorych kazdy ukbeelt Stadiu pokh Protokolu). Tato platba na jedného pacienta
tieZz zaffina vSetky ulohy, ktoré vyZaduje ICH-GCP od InStiélei SkaSajuceho, napr. administrativne
tlohy. Prilozeny kontrolny zoznam rozfio bude tvori zaklad pre vypiet a uhradenie vSetkych
nakladov slvisiacich so Studiou.

Je zrejmé a odsuhlasené, Ze sa neposkytne Ziaglatpnie za tych pacientov, ktori boli randomizova
do Studie, a ktori nebfmju kritéria pre zaradenie a wknie poda Protokolu alebo pri ktorych doslo k
vyraznym odchylkam od Protokolu. Zmluvné stranylshodli, Ze platby za kvalifikovanych pacientov,
ktori neabsolvovali v3etky navstevy v Studii, budésledne pregitané v sllade s kontrolnym
Zoznamom rozpu.

Platby v medziobdobi, tzn. v obdobi medzi randooié prvého pacienta a finalnou platbou, sa budd
uskut@nova’ pravidelnymi splatkami po randomizovani prvéhoigraia do Stddie a budd zaloZené na
pocte navstev, ktoré pacient absolvoval \i g#atby. InStitdcia a/alebo Ska3ajuci suhlasia,pdéli
spolanosti Covance zavetel faktiru do Styridsiatich piatich (45) dni od wtati ukoenia Studie.
Koneina platba sa uskutoi, ke’ spol@nos’ Covance prijme a dékladne zhodnoti vSetky zaznémov
formulare @astnikov klinického skuSania ad&keSkuSajuci podpiSe vsetky prislusné formulare pre
objasnenie Udajov. Uia sa celkové skutmé ndklady (nasledne prejitané) a posledna splatka sa bude
rovna’ celkovym a pripadnym dodatoym platbam, od ktorych sa odfita uz zaplaten&astka.

Harmonogram platby bude upraveny, ak bude zreiméelkovy poéet pacientov bude nizsi alebo vy3si
(po vzajomnej dohode so spatms’ou Covance) ako predpokladanych 5 pacientov, eodezidivanie
tohto planu by malo za nasledok preplatok/nedokletstiticii a/alebo SkuSajucemu.

Odhalenie zo strany Zadavide V zaujme transparentnosti tykajlcej sa fifrgich va'ahov Zadavata

s klinickymi skasajacimi a pracoviskami klinickycdkiSani mdze Zadavéteverejni’ financovanie
suvisiace s touto Zmluvou, alebo akBkek iné vyhody, ktoré Zadavditalebo spolénos’ Covance
poskytni Skasajucemu alebo Institicii, vratanebale obmedzenia na platby inStiticiam a platby éktor
su priamo alebo nepriamo poskytnuté SkuSajlcento gkdnotlivcom, ako aj hodnotu jedal alebo
cestovnych nakladov, ak je to potrebné.

4. AUDIT
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Na poZiadanie spataosti Covance poskytne SkuSajuci alebo InStituabeitarovi alebo kontrolorovi
spolanosti Covance alebo kontrolérovi ZadavatevSetky klinické Udaje, Zaznamové formulare
Gcastnika klinickeého skuSania (CRF), zéaznamy paciertizojovi dokumentaciu a iné relevantné
informécie ziskané v ramci. NdalSiu Ziados spol@nosti Covance bude SkuSajuci a/alebo Institucia
sthlasi s wWasnym poskytnutim akychReek d’alSich klinickych poZiadaviek/Uprav, ktoré si vydaa
monitor spoldénosti Covance. SkaSajlci a Institlcia suhlasian®plspolupracou pri kazdom audite
Studie vykonaného spaisog’ou Covance, Zadavdtem, prisludnymi zdravotnickymi organmi alebo ich
prislusnymi zastupcami.

Skusajuci v s€innosti s InStituciou na poZiadanie spwlosti Covance, Zadavdtealebo kontrolného
zdravotnickeho organu:

a) po prijati upozornenia umozni kontrolorom spolmsti Covance alebo Zadavidenavstevu
Pracoviska 3tudie, aby mohli vykahkontrolu v3etkych zaznamov a postupov Studie mad¥isku
Studie, vratane pristupu ku vSetkym lekdrskym zdwma o pacientoch, u ktorych bol vykonany
skrining a boli randomizovani do Studie, v3etkynkuloentom suthlasu, laboratornym spravam a
inym relevantnym informéaciam vytvorenym v ramci @]

b) na dalSiu Ziadog spol@nosti Covance bude SkuSajuci a/alebo InStitucidasiihs wasnym
poskytnutim akychkivek dalSich klinickych poziadaviek/Uprav, ktoré si vydaamonitor spoknosti
Covance,

c) okamzite upozorni spalpog’ Covance na akékReek oznamenia o inSpekciach kontrolnych
organov, ktoré Pracovisko Studie dostane,

d) bude spolupracovaso spolénog’ou Covance al/alebo Zadaviam pri priprave na indpekciu,
vratane auditov,

d) napomdze pri realizacii inSpekcii zo strany kolmych zdravotnickych organov tym, ze umozni
pritomnog zamestnanca spdaloosti Covance alebo Zadavidepaas inSpekcie,

e) bude spolupracovaso spolénog’ou Covance a/alebo Zadaviam pri priprave odpovede na
akékdvek zistenia regutae;j inSpekcie tykajlce sa Studie.

5. UKONCENIE

Bolo odsuhlasené, Ze na zaklade pisomného oznamentam ako bolo prijaté InStiticiou, mbze
spola&nog’ Covance tuto Zmluvu ac¢és’ Skudajuceho a/alebo Institicie na Stadii kedlykk
vypovedd s uvedenim alebo bez uvedeni&ipsi pisomnou vypouwou s 1 mesaou vypovednou
dobou, ktor& plynie prvymithm nasledujucim po dokani vypovede zmluvnej strane, figdjuc vyskyt
ktorejkd'vek z nasledujlcich situécii:

1. Rychlos, akou pacienti presli randomizéciou, je nedostéiama dosiahnutie dievého pétu 5
hodnotiténych pacientov prijatych pred datumom 31. decerbia a je pravdepodobné, Ze sa
tento stav nezlepsi.

2. Vyskyt alebo zavazntsieZiaducich &inkov liekov v tejto alebo inych Studiach s TH-3@&ré
nazn&uju potencialne zdravotné riziko.

3. DodrzZiavanie Protokolu je nedostaié alebo zaznamenavanie uUdajov je nepresné alebo
neucité.

4, Spolénog’ Covance, Skusajuci a/alebo Institlcia suhlaskossenim tejto Zmluvy.

5. Celkovy péet pacientov potrebnych na randomizaciu bol dosighpred ukotenim obdobia
naboru.

6. ZadavatBalebo prislusny kontrolny Grad nariadi ukenie Stadie.
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Ak bude Stadia ukafena pred ukatenim ligby 5 hodnotiténych pacientov, spataog’ Covance
preplati InStitacii alebo SkuSajucemu naklady mapprcionalnom zéklade predpokladanéhd@typo
navstev pacienta. V pripade, Ze InStiticia alebas§kici uz prijali platby v rozsahu skatgych
splatnych pomernych sum, potom InStiticia alebos§jii tento preplatok bezodkladne poukaze
spolanosti Covance.

6. NAHRADY SKODY A POISTENIE

InStiticia a SkdSajuci vyslovne suhlasia s tym,bield vyhradne zodpovedni za nahradu Skody a
zbavenie zodpovednosti Zadavate CRO za vSetky zavazky, naroky, straty, Skodgldady vratane
poplatkov advokatovgo sa tyka v3etkych zavazkov vyplyvajacich z nedi@lé@lebo nezakonného
konania alebo opomenutia alebo nedodrZania Prat@kalebo vSetkych prislusnych miestnych zakonov,
predpisov, pravidiel, prikazov a smernic, vratask@em iného, tych, ktoré sa tykaju ochrdigskych
subjektov a zverejnenia osobnych informacii.

Akékol'vek prava na nahradu Skody udelené Skusajucema kstitGicii poskytuje vyhradne Zadavite
V pripade, Ze sa Institicia alebo Skusajuci doajatakychto prav, potom SkuSajdci alebo Institucia
musia rokové priamo so Zadavatem.

Patas platnosti tejto Zmluvy a aj po jej vyprsani, prgpad potreby krytia povinnéhocenia v rdmci
tejto Zmluvy, InStiticia bude ndanafalej platné poistenie zodpovednosti za Skodu vdslla
ustanoveniami smernic alebo ustanoveniami zakotaxeSskej Republiky, na Skody, ku ktorym mdze
déj¢’ v dosledku opomenutia alebo chyby, ktora mézé bsobena peas vykonavaniacinnosti
uvedenych v tejto Zmluve.

V pripade, k&' Skusajuci je zamestnancom Institucie a je kryigtpgmi zmluvami InStiticie, nebude sa
od SkuSajuceho vyZadaiasobitné poistenie.

InStiticia musi na pozZiadanie poskytkidpiu prislusného poistenia zodpovednosti za Skodu

Zadavaté ziskal poistni zmluvu klinického skusania pre ttadiu v sulade s poZiadavkami zakonov
Slovenskej Republiky.

7. MAJETOK

VSetky zariadenia, materialy, dokumenty, Udajeprimécie a navrhy v3etkého druhu a popisu dodané
SkdSajucemu alebo Institicii priamo alebo nepriaspola@nog’ou Covance alebo Zadaviden,
pripravené alebo vyvinuté Ska3ajucim alebo Indtiiigpoda tejto Zmluvy (s vynimkou referénych
pririciek postupov SkiSajuceho alebo Institlcie, Udajozamestnancoch a vyvinutia giacového
softvéru SkuSajuceho alebo Institdcie), alebo wailjce z poskytovanych sluZieb fiadejto Zmluvy,
budd vyhradnym majetkom Zadavea bude sa s nimi zaobch&tizko s dévernymi informaciami
(definovanymi d’alej); Skdsajuci a InStitdcia si méZu uchtbuadpie takychto materialov, ako si to
vyZaduju platné zakony, pravidla a smernice. Zaglvaa pravo vyufitie materidly, dokumenty, Gdaje

a informéacie, ktoré povazuje za vhodné.

7.1 ZARIADENIE

Ak je to potrebné a na zdklade Zadakatbo vyhodnotenia existujuceho zariadenia InSttUai
SkuSajuceho, ZadavditandZe Institacii a SkdSajucemu poskytngariadenie ,Zariadenie) a toto
Zariadenie je uvedené v Dodatku A. Toto Zariaders@ne vo vyltnom viastnictve Zadavdi a
Indtiticia a Skusajuci ho budl poutivaa realizaciu Studie v sulade s Protokolom. tindt a
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Skusajici musia pouzivaariadenie vyline na dely Stadie aZz do ukéenia Studie a pdd pokynov
Zadavatéa.

Ak Zadavaté, priamo alebo prostrednictvom spsiosti Covance, poskytne Institicii a SkuSajucemu
Zariadenie na pouzivanie v tejto Stadii, Intit(ei®kasajici sthlasia, Ze ani Zadakatei spolénog’
Covance nebudl pas celého trvania Stadie zodpovedni za poistedigbu ani Ziadne riziko straty
spojené so Zariadenim. Indtitdicia a Ska3ajlci sighlde Zariadenie ostanecps Studie v tom istom
stave, s vynimkou beZného opotrebovania, a Zddoitia Ska3ajlci budd postupévyaod’a pokynov
Zadavatéa alebo spolknosti Covance dladom odstranenia Zariadenia po ulem alebo zruseni
Stadie.

Po ukoreni Studie alebo ak bude Studia z akéhedlo dovodu zrudend, Intitiicia a Skusajuci vratia
Zariadenie Zadavadltevi a to na naklady Zadavéise

Patas trvania Studie budu IndtitGcia a SkiSajlci zedgni za okamZité informovanie Zadavates
pripade akéhokwek nespravneho fungovania Zariadenia.

8. DOVERNE INFORMACIE

SkuSajuci a Institacia suhlasia s tym, Ze vSetkiern@dy, dokumenty a informacie, ktoré mu poskytne
spolanog’ Covance a Zadavdtea v3etky informécie vyvinuté Skisajucim alebditéiou v suvislosti

so Studiou si a budl povazované za doverné infentaghrnne nazvangddoverné informacid a
vyhradny majetok Zadavdie SkaSajuci suhlasi s uchovanim takych Déverngitibrinacii v prisnej
tajnosti po dobu péatnastich rokov po datume zverggna mbdze ich zverejhiryhradne nemocéiym
organom, reviznym vyborom institicie a ich prisfménzastupcom, zamestnancom, uUradnikom,
riadited’'om a predstavitem len na zaklade potreby poznania a vyhradnepak&sie uvedené strany
viazané rovnakymi ustanoveniami dévernosti ako &kasa Institlicia_za predpokladie SkuSajuci a
InStitlcia nebudl maziadne povinnosti s dadom na Déverné informécie okrem pripadod’ k¢ sa v
strasnosti alebo neskdr stanu verejne dostupnymi dezypenia Institlcie a Skusajuceho, b) Skusajuci
a Institacia ich ziskaju od tretej strany bez z&udecti spolainosti alebo Zadavatevi, ¢o sa tyka
Doévernych informacii, ¢) st uz vlastnictvom Skugafo a Institlcie, ako je uvedené v jeho pisomnych
zaznamoch alebo d) ich odhalenie vyzaduje zakoadps, nariadenie, prikaz, vyhlaska alebo
predvolanigi iné sudne, spravne alebo pravne konanie.

SkdSajuci a Institdcia nepouZiju Ziadne Dévernérimfcie pre vlastné obohatenie alebo obohatenie
tretej strany a neposkytne akdjkek tretej strane Ziadne materidly, ktoré obsahuggkdvek Doverné
informacie, ak nie je vy3Sie uvedené inak. VSetlyiqnosti vyplyvajluce z dbévernosti a nepouZzivania
stanovené v tejto Zmluve budu pretrvanag po uplynuti platnosti alebo pkegnom vypovedani tejto
Zmluvy.

9.0CHRANA UDAJOV

Pre &ely tejto Zmluvy znamenajiiOsobné informacievSetky informéacie alebo subory informécii
v akomkd'vek forméte, ktoré identifikuju nejakd osobu aldttoré pouZziva spolmos’ Covance alebo
Zadéavaté alebo niekto iny v jeho mene na identifikaciu kejasoby.

InStitdcia a SkdSajuci budd ms trvania tejto Zmluvy dodrziavasSetky prislusné zakony, pravidla
a predpisy, vratane ich novelizacii, tykajuce daraay Osobnych informécii a sikromiaJatiom zberu,
pouZitia, spracovania, ukladania, prenéSania, ikédie, vymazania a/alebo zverejnenia vSetkych
Osobnych informacii pdd tejto Zmluvy. V pripade, Ze In&titicia a SkuSajposkytnd Osobné
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informécie spolénosti Covance alebo Zadawvégei, Institicia a Skusajuci vyhlasuju a zauji, Ze
neporusuju Ziadne prislusné zakony, pravidla apebdpisy ani prava Ziadnej fyzickej alebo pravnicke
osoby tym, Ze Osobné informécie poskytli spo@sti Covance alebo Zadavidei. InStitlcia a
SkdSajuci okamZite upozornia spios’ Covance a Zadavdt na kazdé nahodné, nezakonné alebo
nepovolené pouZzitie alebo zverejnenie Osobnychirimdoii, ktoré im bude zname.

Bez olfadu na vysSie uvedené budu piely tejto Zmluvy vSetky informacie poskytnuté sgolosti
Covance alebo Zadavéitei vZdy v anonymnej podobe a nebudu v Ziadnomegepdentifikovd alebo
schopné identifikouva Ziadnu osobu, nebudi®sobnymi informaciamj ani sa nebudl povazavaa
,Osobné informaci¢pod’a Ziadneho platného zakona, pravidla alebo pred@&wem toho nebudu
spolanosti Covance alebo Zadavidei poda tejto Zmluvy poskytnuté Ziadne informacie okrem
informacii poskytnutych na dokdenie Studie.

SkdSajuci a Institdcia suhlasia, Ze spotig” Covance a Zadavdteich pobgéky a ich agenti alebo
zastupcovia (ktori su zmluvne zaviazani, aby daslgti rovhaké normy ochrany sukromia ako
spolanog’ Covance) a ichl’alSi naslednici a menované osoby, mbZzu zbiarpouziva informéacie o
Skusajucom alebo Institucii, ako su kontaktné imiécie, informécie o vzdelani a praxi a iné inforimac
tykajuce sa vykonavania Klinickych Studii Institiici a/alebo SkuSajacim, na nasledujucelyd (i)
realizaciu Stadie, (i) kontrolu vliadnymi alebo wéginymi organmi a Zadavdiem, vratane ich
pobaiek, menovanych zéstupcov a splnomocnencov, (8pokojenie pravnych alebo regtigich
poziadaviek alebo (iv) ich uchovanie v databazepoaZitie vo vybranych pracoviskach pre budice
klinické skuSania, (v) pozvanie SkuSajuceho, aby z&gastnil konferencii a inych programov.
Spola@nog’ Covance a Zadavdten6zu pouzivaosobné Udaje aj na sledovanie interakcii s lciittia
SkdSajucim on-line aj off-line, na zabezprie dodrZiavania noriem a na pripomenutie si aujabr
preferencii Institicie a SkdSajuceho. Ak si Skidap Institacia Zelaju kedykReek zmenf alebo
odstranf Udaje o SkaSajucom a Institacii poskytnuté spudsti Covance alebo Zadavie,
spolanog’ Covance alebo Zadavétek urobia po prijati oznamenia od Institucie al&kaSajuceho.

10. VYNALEZY

SkdSajuci a Institucia okamZite oznamia spodsti Covance alebo Zadaviaei alebo ich zastupcom
akékdvek a v3etky vyndlezy, objavy a zlepSenia, ktorgildizalebo boli urobené Institdciou alebo
Skusajucim peas Studie alebo pas poskytovania takychto sluZieb Zadakae v sllade s touto
Zmluvou a tykajuce sa takychto sluZieb a Institiei&kusajuci vybavia akékeek a vSetky Ziadosti,
pridelenia alebo iné nastroje a poskytnu prehlésétoré bude Zadavdtpotrebovd na podanie Ziadosti
a ziskanie patentu v ktorejkeek krajine alebo na ochranu zaujmov Zaddeate Zadavatebude
kompenzové Skusajuceho a/alebo Instituciu &s potrebny na vykonanie uvedenych aktivit a ptiepla
im vSetky vzniknuté naklady. Tieto povinnosti butiiat’ aj po ukoleni tejto Zmluvy,co sa tyka
vynalezov, objavov a zlep3eni, ktoré vynasli Skidaplebo Institlcia ase, k€’ poskytovali sluzby
spolanosti Covance v rdmci tejto Zmluvy a budl zavazj@ce postupnikov, spravcov a inych
pravnych zastupcov SkuSajuceho a Institacie.

11. ZASADY ZVEREDVANIA

Podrobnosti o Stadii a jej vysledkoch nebudl puabiiné alebo zverejnené v Ziadnej forme bez
predchadzajlceho suhlasu Zadakatd akyto suhlas je potrebny na to, aby sa zabrgmédasnému
zverejneniu obchodnych tajomstiev a inych déverngitdrmacii.

12. NEZAVISLY DODAVATE

Vztah spolénosti Covance a Zadavéteso SkdSajucim a Institdciou v ramci tejto Zmluvyde
vztahom nezavislého zmluvného dodabvata n€ v tejto Zmluveci inde, alebo v dohode, z ktorej sa
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sklad4, neurobi zo SkuSajuceho a Institucie, aungj osoby, ktorej sluzby Institucia alebo Skidaju
zabezp&uju alebo pouZivaju na vykonanie sluzieb uvedenychtejto Zmluve, zamestnanca,
spolupodnikatéa, partnera alebo sluzobnika sgolosti Covance alebo Zadavie

SkuSajaci, Institicia a Covance potvrdzujd, Ze @&pmls® Covance konad v mene Zadavatea Ze
schopnos spol@nosti Covance uskutdova’ platby pre Institdciu a/alebo SkuSajuceho zaviden od
komplexného plnenia povinnosti Institicie a Skigeto podla tejto Zmluvy a inych tu uvedenych
podmienok, ale tieZ od toho, Ze sgwlog’ Covance prijima od Zadavéisepaiazné prostriedky potrebné
na uskuteénovanie platieb, o ktorych sa v tejto Zmluve uvazuje

13. ZVEREJNENIE OBCHODNYCH A FINENYCH ZALEZITOSTI

SkusSajuci a Institucia prehlasuju a zaiji, Ze neprijali, ani im nebola ponuknuta Ziadtetha vo
forme peiazi alebo iného majetku, prealy ovplyvnenia rozhodnuti aleb&nnosti, na pomoc
spola@nosti Covance alebo Zadavidei ziska' alebo udrza obchodné vyhody, kde by takato platba
znamenala poruSenie zakona, vratane ale bez obmadme Zdkon USA o zahramych korugnych
praktikach, Protikorugny zakon UK z roku 2010 a iné platné protikaig a protitplatkarské
zakony. SkuSajaci a Instituci#alej prehlasuju a zatuju, Ze neurobili a suhlasia, Ze ani neurobia
Ziadnu platbu, ani Ziadnu ponukiipristub platby, priamo alebo nepriamo, vo formeige alebo
iného majetku, oficidlnym predstavitan vliady alebo politickej strany, medzinarodnychasizacii,
kandidatom na verejny Urad alebo zastupcom in@jfialebo osobe jednajicej v mene koHulek z
vopred uvedenych, pre@ly ovplyvnenia rozhodnuti alel#nnosti, alebo pre pripad, kde by takato
platba znamenala porusenie zakona, a inych platosatikorugnych a protidplatkarskych zakonov.

14. ZMENY V ROZSAHU ZMLUVY

Podmienky tejto Zmluvy budi opatovne prerokovanélapos’ou Covance, ak Zadavételebo
prislusny regukny organ urobi zavaznejSie zmeny k navrhu alebsataz Stadie, ktoré by zérae
ovplyvnili vy3Sie uvedené podmienky. Ziadna zmefeb@ doplnenie tejto Zmluvy nenadobudne
(einnog’, pokid’ nebudu urobené pisomne a podpisané vSetkymi zgmhigtranami.

15. NEPLATNOS

Ak sa ktorékdvek z vySSie uvedenych ustanoveni stane neplatigbo anevynutitenym, platnos
a &innog’ ostatnych ustanoveni tejto Zmluvy tym nebude datkn

16. ROZHODNE PRAVO/ARBITRAZ

Tato Zmluva sa bude riata interpretova pod’a pravneho poriadku Slovenskej republiky (iné ako
ustanovenia suvisiace s koliziami zakonov).

17. POSTUPENIE

InStitlcia ani SkdSajuci nepostupi tito Zmluvu, AZadne prava alebo povinnosti vyplyvajlce za tejto
Zmluvy bez predchadzajuceho pisomného suhlasucsmsits Covance. Spatnog’ Covance moze
postupt’ tito Zmluvu v celku aleb&iastaine len so suhlasom Institlicie a SkiSajuceho.

NizSie uvedenymi podpismi zmluvné strany potvrdaugilhlasia s podmienkami uvedenymi v tejto
Zmluve.
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18. ZAVERENE USTANOVENIA

Zmluvné strany sa zavazujl, Ze budu vzdy postuptala aby vSetky zalezitosti, ktoré budu aspo
jednou zo zmluvnych stran povazované za potreliesli bez zbytéoného odkladu a pri@hov, teda

s s

Prava a povinnosti zmluvnych stran, ktoré nie séawgné touto Zmluvou, ako aj pravnytah
zaloZeny touto Zmluvou sa riadi platnym pravom $lwskej republiky. Zmluvné strany sa v sulade
S ustanovenim § 262 ods. 1 a 2 2alk13/1991 Zb. Obchodny zakonnik v zneni neskondiedpisov
vyslovne dohaduju, Ze ich zavazkovytak upraveny touto Zmluvou sa bude ria@bchodnym
zakonnikom.

V pripade, Ze by ktoréKeek z ustanoveni tejto Zmluvy botd sa dodaténe stalo neplatnym nebo
ne&innym, budu ostatné jej ustanovenia posudzovanéodkieliténé a platnas¢i Gcinnog’ tejto
Zmluvy ako celku zostane zachovana. Pre tento ¢r@a @astnici Zmluvy zavazuju na zaklade
vzajomnej dohody nahratineplatné alebo néiinné ustanovenia takym ustanovenim, ktoré bude
najlepsie odpovedaliielu tejto Zmluvy a véli zmluvnych stréan pri jej wzati.

Ziadne zrieknutie sa nejakej naleZitosti, ustan@vetebo podmienky tejto Zmluvyj uz konanim
alebo inak, vjednom alebo vo viacerych pripadaz,nebude povazovaza dalSie alebo trvalé
zrieknutie sa nejakej takejto nalezitosti, ustamizwealebo podmienky alebo nejakej inej naleZitosti,
ustanovenia alebo podmienky tejto Zmluvy, alebaaalysvetovar'.

Tato Zmluvu je mozno metiia dophova’ len na z&klade jej pisomného dodatku, ktory budeaky
oznaeny, prisludne @slovany, s datumom a podpisom vSetkych zmluvnyims Toto ustanovenie
sa neaplikuje na dodatky Protokolu.

Zadavaté je opravneny zmetiijednostranne Protokol, aj &ebude prilohou tejto Zmluvy. Ak je
vydany dodatok Protokolu, je Zadavapovinny existenciu a obsah dodatku pisomne ozhéraohej
zmluvnej strane. Zmluvné strany sa zavazuju postatppod’a dodatku Protokolu od okamZiku jeho
preukazatiného oznamenia prislusnej strane.

Tato Zmluva nadobuda platnbdiiom, kedy bola podpisana oboma zmluvnymi stranaddirmog’
diom nasledujicom po dni jej zverejnenia v centralnoegistri zmlav. Institlcia je povinna
zabezpéit' nespristupnenie tych ustanoveni tejto Zmluvy, ktobsahuju informéciu, ktora sa fiad
platnych pravnych predpisov nespristuje.

Tato Zmluva je vyhotovena v troch vyhotoveniachdejekrat pre InStitaciu, jedenkrét pre
Skusajuceho a jedenkrat pre Zadakate

Zmluvné strany vyhlasuji, Ze si Zmluvu iteli, jej obsahu porozumeli, Ze ju uzavreli slobed
avazne, Uuite a zrozumiténe, a na potvrdenie toho, Ze obsah tejto Zmluvypawdda ich skutmej
a slobodnej véli, ju viastnotne podpisali.

[ZVYSOK TEJTO STRANY JE UMYSELNE PONECHANY PRAZDNY]
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MERCK KGaA Protokok. EMR200592-001

COV -3454

Ucet 8267370

Za a v mene spataosti Covance Inc., Datum
ktora bola poverena podpfsaito Zmluvu spolénog’ou
MERCK KGaA

Meno: MUDr. Ladislav Bartalos

Titul: Senior Clinical Operations Manager

Za a v mene Fakultnej nemocnice Kien Datum
Meno: RNDr. JAn Dubovsky

Titul: riaditel

MUDr. Branislav Bystricky Datum
Skasajuci
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Vyhlasenie o 3-strannej zmluve s inst./skas. CVD ROW
MERCK KGaA Protokok. EMR200592-001

COV —3454
Ucet 8267370
KONTROLNY ZOZNAM ROZPO CTU
ZADAVATEI: MERCK KGaA
PROTOKOL.: EMR200592-001
SKUSAJUCI: MUDr. Branislav Bystricky

POKYNY PRE PLATBY:
INFORMACIE O PRIJEMCOVI:

Hlavny Skdsajuci:

Cislo bankového @tu:

Nazov Gtu:

Nazov banky:

Adresa banky:

Bankovy kod Swift:

Meno adomaca adresa majitta

Gétu: MUDr. Branislav Bystricky
InStitlcia:
Cislo bankového tu: 700280438/8180
Nazov &tu:
Nazov banky: Statna pokladnica
Adresa banky:
Radlinského 32, 810 05 Bratislava
Bankovy kod Swift: SUBASKBX
Meno a doméaca adresa majitta | Fakultnd nemocnica TréimLegionarska 28
Gétu: 911 71 Tretiin
MENA: EUR
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Vyhlasenie o 3-strannej zmluve s inst./skas. CVD ROW
MERCK KGaA Protokok. EMR200592-001

COV -3454

Ucet 8267370

KONTROLNY ZOZNAM ROZPO CTU - pokragovanie

Platby SkuSajucemu:

NAVSTEVY STUDIE PLATBA/NAVSTEVA (EUR)
Skriningova navsteva 352,08
Cyklus 1 D& 1 444,96
Cyklus 1 D& 8 316,98
Cyklus 1 D& 15 284,58
Cyklus 2 D& 1 381,24
Cyklus 2 D& 8 284,58
Cyklus 2 D& 15 284,58
Cyklus 3 D& 1 436,32
Cyklus 3 D& 8 284,58
Cyklus 3 D& 15 284,58
Cyklus 4 D& 1 381,24
Cyklus 4 D& 8 284,58
Cyklus 4 D& 15 284,58
Cyklus 5 D& 1 416,34
Cyklus 5 D& 8 284,58
Cyklus 5 D& 15 284,58
Cyklus 6 D& 1 381,24
Cyklus 6 D& 8 284,58
Cyklus 6 Dé& 15 284,58
Cyklus 7 D& 1 416,34
Cyklus 7 D& 8 284,58
Cyklus 7 D& 15 284,58
Cyklus 8 Da 1 381,24
Cyklus 8 D& 8 284,58
Cyklus 8 D& 15 284,58
Cyklus 9 D& 1 416,34
Cyklus 9 D& 8 284,58
Cyklus 9 D& 15 284,58
Cyklus 10 D& 1 381,24
Cyklus 10 D& 8 284,58
Cyklus 10 D& 15 284,58
Cyklus 11 Dé 1 416,34
Cyklus 11 D& 8 284,58
Cyklus 11 Dé 15 284,58
Cyklus 12 D& 1 381,24
Cyklus 12 D& 8 284,58
Cyklus 12 D& 15 284,58
Navsteva ukotenia ligby 256,8
Navsteva na sledovanie begpesti po 30 doch 175,8
Navsteva suvisiacadalSim sledovanim 50,4
Spolu na pacient? 12 531,48
Maximalne spolu k dispozicii za 5 pacientov 62 857,

Tento rozpdet pokryva 60 % celkovych ndkladov na jedného paajealSich 40 % ide InstitUcii.
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Vyhlasenie o 3-strannej zmluve s inst./skas. CVD ROW
MERCK KGaA Protokok. EMR200592-001

COV -3454

Ucet 8267370

Platby Institucii:

NAVSTEVY STUDIE PLATBA/NAVSTEVA (Eur) PLATBA CT SKEN (Eur)

Skriningovéa navsteva 234,72 371,9

Cyklus 1 D& 1 296,64

Cyklus 1 D& 8 211,32

Cyklus 1 D& 15 189,72

Cyklus 2 D& 1 254,16

Cyklus 2 D& 8 189,72

Cyklus 2 Dé 15 189,72

Cyklus 3 D& 1 290,88

Cyklus 3 D& 8 189,72

Cyklus 3 D& 15 189,72

Cyklus 4 D& 1 254,16

Cyklus 4 D& 8 189,72

Cyklus 4 Dé& 15 189,72

Cyklus 5 D& 1 277,56

Cyklus 5 D& 8 189,72

Cyklus 5 D& 15 189,72

Cyklus 6 Da 1 254,16

Cyklus 6 D& 8 189,72

Cyklus 6 D& 15 189,72

CyKlus 7 Dé 1 277,56 — Kazdych 8 tyzdov (+/- 3

Cyklus 7 D& 8 189,72 dni . .
ni) ako je vypoitané odo da

Cyklus 7 D& 15 189,72 randomizacie—

Cyklus 8 D& 1 254,16

Cyklus 8 D& 8 189,72

Cyklus 8 D& 15 189,72

Cyklus 9 Da 1 277,56

Cyklus 9 D& 8 189,72

Cyklus 9 D& 15 189,72

Cyklus 10 Da& 1 254,16

Cyklus 10 D& 8 189,72

Cyklus 10 D& 15 189,72

Cyklus 11 Dé 1 277,56

Cyklus 11 D& 8 189,72

Cyklus 11 Da& 15 189,72

Cyklus 12 D& 1 254,16

Cyklus 12 D& 8 189,72

Cyklus 12 D& 15 189,72

Navsteva ukotenia ligby 171,2

Navsteva na sledovanie bezpesti po 30

diioch 117,2

NavsSteva suvisiacadalSim sledovanim 33,6

Spolu na pacienf 8 354,32 22312

Maximélne spolu k dispozicii za [541771,6 11 156,0

pacientov

Tento rozpoet pokryva 40 % celkovych nakladov na jedného paaje’alSich 60 % ide Hlavnému
SkdSajucemu.
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COV -3454

Ucet 8267370

@Vratane platby pre lekate

® CT sken (alebo MRI pokiaexistuji kontraindikécie) hrudnika, brucha a paphas d'alSie relevantné
hodnotenia, ak je to vhodné, vratane scintigrafistiku pacientov s kostnymi metastazami sa vykona s
cielom posudi vSetky zname choroby. V3etky zndme ochorenia ninysidokumentované ako ¢evé,
alebo necikové lézie pouZijuc RECIST 1.1.

Zobrazovacie naklady, vyhodnotenie kvality¢as pre nasledné spracovanie a podavanie sprav su
zahrnuté.

Akékalvek procedury, ktoré mozu Hakturované mimo taliy vy3Sie sa uvedené tu:

Naklady centra Rozpet (EUR)

Nastavenie lekarne 551,0

Lekarai: Uchovavanie skusaného lieku71,0
na policu za rok

Nastavenie radiologie 196,0

Nastavenie laboratoria 275,0

Procedury MnoZstvo Spolu

Nahrada za Gemcitabin 1g ampulka (max 36 Nahrada na zaklade faktdry
3/cyklus)

Nahrada za 5% dextr6zu vo vode (D5W) 24 Nahradeakiade faktary

Nasledujuce polozky budul institacii preplatené pdsithlaseni projektovym vedenim
spolainosti Covance a 30 dni po obdrzani spravnej faktBtgtby skusajucemu budu tiez
spracované po odsuhlaseni projektovym vedenim &padti Covance.

Spolanog’ Covance zaplati inStitucii len za procedury/testjoré maju by povinne
vykonané v ramci tohto protokolu, ktoré nie su pmxeané za beznu starostlivosStandard
of Care/SOC).

Ked to bude potrebné, institucia vykona CT vySetretiig v pripade, Ze nie je mozné
vykona CT vySetrenie, vykona institucia MRI vySetrenie.

Ak institucia musi pre pacientov vykahkombinované vySetrenie CT alebo MRI, budu tieto
hradené spolmog’ou Covance ako CT/MRI vySetrenie celého tela.

MOZNE POLOZKY NA (Eur)
FAKTURE

Pcitacova axialna
tomografia, hrudnik, hrudny,
hrud’ (Cat Scan) (CT); s
kontrastnou latkou (latkami)
Interpretacia a sprava,
pocitatova axidlna tomografia,
hrudnik, hrudny, hrdi (Cat 79,0 + DPH (ak sa pouziva)
Scan) (CT), s kontrastnou
latkou (latkami)

402,0 + DPH (ak sa pouziva)
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Pitacova axialna
tomografia, panva, panvovy
(Cat Scan) (CT); s kontrastng
latkou (latkami)

)]

u

317,0 + DPH (ak sa pouziva)

Interpretacia a sprava,;
pocitacova axialna tomografig
panva, panvovy (Cat Scan)
(CT); s kontrastnou latkou
(latkami)

69,0 + DPH (ak sa pouziva)

Pctitatova axialna
tomografia, brucho, brusny
(Cat Scan) (CT); s kontrastng
latkou (latkami)

)]

u

387,0 + DPH (ak sa pouziva)

Interpretacia a sprava,;
pocitatova axidlna tomografia
brucho, brusny (Cat Scan)
(CT); s kontrastnou latkou
(latkami)

77,0 + DPH (ak sa pouziva)

Interpretacia a sprava,
pocitatova axidlna tomografia
celé telo (Cat Scan) (CT); ce
telo, bez kontrastnej latky,
skriningové vysetrenie

€ 68,0 + DPH (ak sa pouziva)

Paitacova axialna
tomografia, celé telo (Cat
Scan) (CT); celé telo, bez
kontrastnej latky, skriningove
vySetrenie

370,0 + DPH (ak sa pouziva)

VySetrenie magnetickou
rezonanciou, hrdl, hrudnik,
hrudny (MRI); s kontrastnou
latkou (latkami) (napr. proton

768,0 + DPH (ak sa pouziva)

Interpretacia a sprava,
vySetrenie magnetickou
rezonanciou, hrdi, hrudnik,
hrudny (MRI); s kontrastnou
latkou (latkami) (napr. proton

179,0 + DPH (ak sa pouziva)

VySetrenie magnetickou
rezonanciou, panva, panvovy
(MRI); s kontrastnou latkou
(latkami) (napr. proton)

630,0 + DPH (ak sa pouziva)

Interpretacia a sprava,;
vySetrenie magnetickou
rezonanciou, panva, panvovy
(MRI); s kontrastnou latkou
(latkami) (napr. proton)

132,0 + DPH (ak sa pouziva)
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VySetrenie magnetickou
rezonanciou, brucho, brusny
(MRI); s kontrastnou latkou
(latkami) (napr. proton)
Interpretacia a sprava,
vySetrenie magnetickou
rezonanciou, brucho, brusny| 159,0 + DPH (ak sa pouziva)
(MRI); s kontrastnou latkou
(latkami) (napr. proton)
Interpretacia a sprava,;
vySetrenie magnetickou
rezonanciou, celé telo (MRI) | 122,0 + DPH (ak sa pouziva)
celé telo, s kontrastnou latkou
(latkami)

VySetrenie magnetickou
rezonanciou, celé telo (MRI)
celé telo,; s kontrastnou latka
(latkami)

VySetrenie kosti a/alebo
kibov, vy3etrenie kosti, 235,0 + DPH (ak sa pouziva)
scintigrafia kosti, celé telo
Interpretacia a sprava,;
vySetrenie kosti a/alebdbov,
vySetrenie kosti, scintigrafia
kosti, celé telo
Neplanovana navsteva 75,0 + DPH (ak sa pouziv@)

696,0 + DPH (ak sa pouziva)

u 802,0 + DPH (ak sa pouziva)

60,0 + DPH (ak sa pouziva)

Podpis Institucie

Podpis Skusajuceho:

Podpis projektového veduceho
spola:nosti Covance:

Faktury bud( adresované na: A dorutené monitorovi na adresu:

Covance Inc. Covance Clinical & Periapproval Services Ltd, o.z.
210 Carnegie Center, Princeton, New Jers&ity Business Center, Karadava 8/A

08540 6233, USA 821 08 Bratislava, Slovak Republic
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[Priloha A
ZARIADENIE

[Identifikujte zariadenie, ktoré je poskytnuté pracovisku]

Nazov

Znacka

Model

Sériovééislo modelu
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