Priloha €. 7 — Pravidla pre finanént nahradu
nakladov subjektov skusania

Appendix No. 7 — Rules for Reimbursement
of the Trial Subject’s Costs

Pojmy pouzité v tejto prilohe €. 7 zacinajuce
velkym zacliatoCnym pismenom maju rovnaky
vyznam aky im je prisudzovany v tele Zmluvy,
pokial nie je v tejto prilohe €. 7 ur€ené inak.

Term used in this appendix No. 7 which begin
with first capital letter have the same meaning
as attributed to them in the body of the
Agreement, unless stipulated otherwise in this
appendix No. 7.

Pri realizacii klinického skusania Novartis
poskytuje UcCastnikom za vykonané navstevy

vramci klinického skuSania prispevok na
nahradu cestovnych nakladov spOsobom
a v rozsahu schvalenom regulaCnymi

a kontrolnymi organmi a Protokolom.

Centrum sa zavazuje poskytnut administrativnu
Cinnost’ suvisiacu s vyplatenim a spracovanim
cestovnych vydavkov pre Ugastnikov
zaradenych do klinického skuSania a to tak, ze
bude vyplacat Ugastnikom prispevok na
nahradu cestovnych nakladov Ugastnikov za
UCelom ucasti na Protokolom 3$pecifikovanych
navstevach vramci klinického skuSania, ato
v paudalnej vySke 50,- eur / 1 navsteva pre
Cohort 1 (navsteva €. Screening, Baseline/D1,
D5, D15, D29 a od navstevy Month &. 1,5 po
navstevu Month &. 60)/ 1 Ugastnik a pre Cohort
2 (navsteva €. Screening, Baseline/D1, D15,
D29 a od navstevy Month €. 1,5 po navstevu
Month & 60) 1 Ugastnik av pripade
pred€asného ukon&enia lieCby navsteva C&.
FUP1 aFUP2. Centrum vyplati kaZzdému
zaradenému Ugastnikovi uvedeni sumu za
kazdu uskutonenu navstevu v sulade
s Protokolom, a to priebezne pocas jednotlivych
navstev, minimalne spatne za uplynuly polrok,
najneskér vSak do 30 dni od ukonCenia ucasti
Ugastnika v klinickom skusani.

During the conduct of the Clinical Trial, Novartis
shall provide the Participants with a contribution
for reimbursement of travel costs, and that in a
manner and amount approved by regulatory and
supervisory authorities and by the Protocol.

The Center undertakes to carry out
administrative activities associated with the
payment and processing of travel costs for the
Participants enrolled in the Clinical Trial, namely
it shall pay the contribution for reimbursement of
travel costs incurred to the Participants in order
to participate in visits specified in the Protocol
within the Clinical Trial, and that in the flat
amount of EUR 50,- / 1 visit for Cohort 1 (visit
No. Screening, Baseline/D1, D5, D15, D29 and
starting with visit no. Month 1,5 to visit no. Month
60) and for Cohort 2 (visit No. Screening,
Baseline/D1, D15, D29 and starting with visit no.
Month 1,5 to visit no. Month 60)/ 1 Participant
and in case of premature termination of
treatment, visit no. FUP1 and FUP2.

The Center shall pay the respective sum to each
included Participant for each visit completed
pursuant to the Protocol, continuously during
individual visits, at least retrospectively for the
previous half year, however, at the latest within
30 days after termination of the patient’s
participation in the clinical trials.

Novartis sa zavazuje poskytnat Centru finanéné
prostriedky potrebné pre riadne vyplacanie
cestovnych nahrad Ug&astnikom ato tak, Ze
Novartis vyplati Centru uvedenu Ciastku za
kazdu Ugastnikom riadne absolvovani navstevu
predpisanu Protokolom. Tato ciastka bude
vyplatena na ucCet Centra na zaklade Ziadosti
spbsobom aza podmienok stanovenych pre
vyplacanie platby podla bodu 8.3 Zmluvy a tejto

prilohy.
Centrum zaznamenava vyplatenie prispevku na
nahradu cestovnych nakladov Ucastnikom

zaradenym do klinického skuSania v Potvrdeni
o vyplateni prispevku na nahradu cestovnych
nakladov podpisanom Ugastnikom.

Centrum umozni Novartisu kontrolu plnenia
povinnosti Institucie zabezpelovat vyplacanie
prispevku na nahradu cestovnych nékladov
Ugastnikom, ato najmad nahliadnutim do
vyuctovania vyplatenych platieb na cestovné
naklady Ug&astnikom a jednotlivych Potvrdeni

Novartis undertakes to provide the Center with
funds necessary for due payment of travel
reimbursements to Participants, namely Novartis
shall pay the respective amount for each duly
completed Participant visit prescribed in the
Protocol to the Center. This amount shall be
paid to the account of the Center based on a
request in a manner and under conditions as set
out for the payments according to para. 8.3 of
the Agreement and this Annex.

The Center shall record payments of
contributions for reimbursement of travel costs
to Particpants included in the clinical trial in a
certificate of payment of contribution for
reimbursement of travel costs which is signed by
the Participant.

The Center shall allow Novartis to inspect
whether the Institution meets its obligation to
pay the contribution for reimbursement of travel
costs to Participants, in particular by viewing the
settlements of payments provided for coverage
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Ugastnikov.
V pripade, Ze sa preukaze, ze nedoSlo
k vyplateniu tohto prispevku Centrom

Ugastnikom, napriek tomu, Ze Novartis Centru
danu platbu poskytol, Centrum je povinné vratit
Novartisu neopravnene poskytnutu Ciastku,
ktora nebola pouzitda na vyplacanie cestovnych
nahrad Ugastnikom podla vy$sie uvedenych
ustanoveni.

Cinnost Centra podla vysSie uvedenych
ustanoveni je zahrnuta v €innosti vykonavania
klinického skuSania a uhrada za tuto €innost je
zahrnuta v uhrade podfa ¢lanku 8 Zmluvy a za
tu ktoru spracovanu vykonanu navstevu podfa
Prilohy &.1.

of travel costs to Participants and individual
Participant Certificates.

If it is found out that the Center has not paid
such contributions to the Participants, although
Novartis had made such payment to the Center,
the Institution shall be obliged to return to
Novartis any wrongfully provided amount which
was not wused for payment of travel
reimbursements to Participants pursuant to the
above mentioned provisions.

The activity of the Center pursuant to the
provisions above is included in the clinical trial
conduct and the payment for this activity is
included in the payment pursuant to Article 8 of
the Agreement for the particular processed visit
which has been completed in accordance with
Annex No. 1.
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