BAY 94-8862., Protocol No 17530

Piiloha €. 2: Finan¢ni podminky

1. Odména Centra a Hlavniho zkouSejiciho se
ur¢i  jako soucCet cCastkovych odmén
uvedenych niZe za jednotlivé Cinnosti fadné a
v¢as provedené v obdobi, za které je odména
uctovana. Narok na odménu za pfislusné
obdobi vznika poslednim dnem takového
obdobi, a to v rozsahu odpovidajicimu fadné
vyplnénym elektronickym formulattm CRF
za jednotlivé subjekty hodnoceni, které byly
spoleéné¢ s vyplnénou dokumentaci ke
kompletné provedené monitorovaci navstéve
pfedany Bayer nejpozdéji v posledni den
pfislusného  obdobi. Platby  Hlavnimu
zkousejicimu a Clenim zkusebniho tymu
budou rozdéleny Centrem dle jeho internich
pravidel. Hlavni zkouSejici zaroven stanovi
vy3i odmény pro kazdého Clena zkusebniho
tymu.

2. Odména urCena podle této Piilohy kryje
vSechny naklady na veskera vysetieni (véetné
odmén Hlavniho  zkousejiciho, Clent
zkusebniho tymu, zameéstnanci Centra a
dalsich administrativnich a/nebo reZijnich
nakladd Centra, platby laboratoie a archivaci)
vyzadovana Protokolem, véetné napt. thrady
regulacnich poplatkli, stejné¢ jako kryje
veSkeré naklady na plnéni zavazki Centra
vyplyvajici ze Smlouvy, neni-li dale nebo ve
Smlouvé explicitné dohodnuto néco jiného.

3. Pfi pfedCasném ukonceni Smlouvy uhradi
spoleCnost Bayer Centru a Hlavnimu
zkousSejicimu pouze naklady jiz prokazatelné
vynalozené a Ukony jiz prokazatelné
provedené.

4. Schéma pro uhradu jednotlivych ukont:

Navstéva Platba
Zarazeni

pacienta/run-in ]
Zarazeni [ ]

Appendix 2: Financial Terms

1. The remuneration of the Center and the Principal

Investigator shall be calculated as the total of
particular prices (amounts) presented herein
below for individual activities duly and timely
performed in the period, for which the
remuneration is charged. The title to the
remuneration for a particular period shall arise
on the last day of such period and in the extent
corresponding to the duly filled electronic forms
CRF for individual patients, which were handed
over to Bayer together with the filled
documentation concerning the completely
performed monitoring visit on the last day of the
respective period at the latest. Payments for the
Principal Investigator and the Study Team
Members shall be distributed by the Center
pursuant to its internal rules. The Principal
Investigator shall establish the amount of
remuneration for each Study Team Member.

2. The remuneration calculated under this Appendix

covers all costs for all examinations (including
remuneration of the Principal Investigator,
Study Team Members, Center's employees and
any administrative and/or overhead costs of the
Center, costs for laboratory and archiving)
required by the Study Protocol as well as all
regulatory charges and costs incurred by
fulfilment of Center’s obligations resulting from
the Contract if not explicitly agreed otherwise
further herein or in the Agreement.

3. In case of an early termination of the Contract,

Bayer will pay the Center and the Principal
Investigator only the provably spent costs and
for the activities provably accomplished.

4. Scheme for remittance of individual activities:
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Navstéva Payment

Run-in visit
Screening visit
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pacienta/screenin

g
VV1/randomizace
V2

V3

V4,6,7,9 ....(m)
V5,8, 11....(n)

Studijni navstévy
pacientl bez
studijni medikace
V4,6,7,9....(m)
Studijni navstévy
pacientl bez
studijni medikace
V5,8,11 ....(n)
Titrace studijni
medikace
Navstéva
pred€asného
ukonc&eni
Navstéva
ukonceni
klinického
hodnoceni
Navstéva po
ukond&eni
hodnocené 1éCby

M névstéva kazdé 4 mésice od V1 do ukondeni
studie kromé navstévy po 12 mésicich

n:
studie
Platby jsou uvedeny v K¢ na zaklade

vykonanych navstév/cykli  subjektu
hodnoceni ve Studii.

5. Pokud bude v ramci Studie a v souladu s

Protokolem nezbytné nutné provést nasledujici
nejsou
hrazena ze zdravotniho pojisténi piislusného
subjektu hodnoceni, zaplati spolecnost Bayer
Centru nasledujici odménu za provadéni téchto
faktury,

vySetfeni a pokud tato vySetfeni

vySetfeni na zaklad¢
obdrzené od Centra.

prislusné

PLATBA ZA SPECIALIZOVANE VYSETRENI:
Tato platba probéhne za kazdou nahlasenou
udalost/pacient, ktera bude splfiovat kritéria
pro protokolem stanoveny cilovy parametr.

" navstéva kazdych 12 mésict od V1 do ukoncéeni

V1/Randomization
V2

V3

V4,6,7,9 ....(m)

V5,8 11....(n)
Study visits
without study
medication V4, 6,
7,9 ....(m)
Study visits
without study
medication
V5,8,11 ....(n)
Up-titration visit
Premature
discontinuation
visit

End of Study visit

Post treatment
visit

M- visit every 4 months since V1 until end of study
except visit after 12 moths

" visit every 12 months since V1 until end of study

Payments are given in CZK based upon the
visits/cycles undergone by a trial subject in the

Study.

5. If the following procedures become necessary
within the Study according to the Protocol, and
only as far as they are not covered by the public
health insurance of the trial subject, the following
payments for such procedures performance will
be made by Bayer to the Center upon receipt of a
corresponding and formally correct invoice from

the Center:

PAYMENT FOR SPECIALIZED EXAMINATION:
Payment for reported Endpoint with fulfilled
criteria stated by protocol/per patient
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Adjudication Fee

Platba za kazdé

vyhodnoceni, nahlaseni

cilového parametru/
acient

Platby jsou uvedeny v K¢.

6. Odmeéna za pfislusny subjekt hodnoceni bude
sniZzena v nasledujicich piipadech:

V ptipadé¢ subjektti hodnoceni, které¢ prosly
skriningem, ale nesplnily kritéria pro zatfazeni
do Studie v dusledkt vysledkli vySetieni
a/nebo hodnoceni z divodd, které nemohly
byt znamé pred piihlaSenim kGcasti ve
Studii, vyplati spoleénost Bayer odménu
podle nize uvedeného schématu maximalné
za 3 subjekty hodnoceni. Pocet téchto
subjekt miize byt navySen po pisemném
souhlasu spole¢nosti Bayer zaslaném Centru
a Hlavnimu zkousejicimu.

Schéma:
SF Zjistény pfi Run —in
Vit .
SF zjistény pfi Screening
Vist —

Platby jsou uvedeny v K¢.

7. Ostatni néklady:

Spole¢nost Bayer uhradi Smluvnim partnerim
nasledujici néklady, které nejsou zahrnuty v
odméng¢ za subjekt hodnoceni:

a) Lékarna:

Spole¢nost Bayer zaplati Centru za piijem,
uchovavani, evidenci a vydej Hodnoceného
Iéku jednorazovou castku K¢ za
kazdych 6 mésici  trvani Studie pocinaje
mésicem, vnémZz bude piijata prvni
dodavka Hodnoceného 1éku a konce
mesicem vydeje/vraceni posledniho baleni
Hodnoceného 1éku, a to bez ohledu na
pocet jednotlivych dodavek a mnoZstvi

Adjudication Fee
Payment per reported
Endpoint/patient

Payments are given in CZK.

6. The Per Individual Subject Fee will be reduced in

the following cases:

With regard to trial subjects who have gone
through screening but did not meet the
enrolment criteria due to the results of the tests
and/or assessments that could not have been
known before entering the Study, Bayer shall
make a payment according to schema below
totally for 3 such trial subjects at maximum.
Number of such a trial subjects can be increased
after written approval of Bayer provided to
Center and Principal Investigator.

Schema:

Screen Failure at Run —in
Visit

Screen Failure at
Screening Visit

Payments are given in CZK

7. Pass-through costs:

3

Bayer shall reimburse the Contract Partners
with regard to the following expenses, which
are not covered by the Per Subject Fee:

Pharmacy:

Bayer shall pay to the Center for receipt,
storage, records keeping and dispensing of the
Study Drug the lump-sum amount of

CZK for 6 calendar months of the Study period
starting in the month, in which the first Study
Drug shipment is received and ending in the
month, in which the last Study Drug package is
dispensed or returned, with no regard to the
number of individual shipments and Study Drug
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Hodnoceného 1éku.

b) Uhrada nahrad pacient:

Spole¢nost Bayer uhradi prostrednictvim
Centra cestovni naklady a kompenzaci za ¢as
straveny na centru vynaloZeny subjekty
hodnoceni v souvislosti s ti¢asti v klinickém
hodnoceni subjektim hodnoceni ve forme
stravenek v pausalni vysi | k¢ za jednu
navstévu. Centrum mize tthradou cestovnich
nahrad subjektim klinického hodnoceni
povétit Hlavniho zkousSejiciho a/nebo ¢leny
zkuSebniho tymu. Hlavni zkousSejici a/nebo
Clen zkuSebniho tymu maji povinnost tyto
nahrady vyplatit pfislusSnym subjektim
hodnoceni. Centrum je povinné vratit zbylé
stravenky na konci studie zpét spolecnosti
Bayer.

b)

volumes.

Reimbursement of patient costs:

Bayer shall reimburse expenses on travelling
and compensation for time spent at the Center
incurring in relation to participation of trial
subjects in the clinical trial to trial subjects by
Center in the form of meal vouchers. Center
may delegate Principal investigator and/or
clinical Team Members to forward meal
vouchers to trial subjects. Meal voucher is
valued at - CZK per study visit. Center shall
return all remaining meal vouchers back to
Bayer at the end of the study

d)

c) Uhrada nékladi na G&ast na setkénich ¢) Reimbursement of Study related-meetings costs:
spojenych se Studii:
Spolecnost Bayer nahradi Centru pfimétené Bayer shall reimburse the Center upon prior
cestovni néklady a naklady na ubytovani, approval by Bayer for reasonable expenses on
jez  Smluvnim  partnerim  vznikly travelling and lodging which occurred through
v souvislosti s jejich tcasti na odbornych Contract Partner’s participation in Study-related
setkanich tykajicich se Studie na Zadost meetings on request of Bayer, subject to the
spole¢nosti Bayer, a které spole¢nost Bayer receipt of original invoices or receipts by Bayer.
pfedem odsouhlasila, a to na zakladé¢
predloZzeni origindlnich ucetnich nebo
danovych dokladi spole¢nosti Bayer.
Dalsi pfipadné¢ vzniklé naklady budou e) Other eventual pass-through costs shall be
nahrazeny pouze s predchozim pisemnym reimbursed only after prior written approval of
souhlasem spole¢nosti Bayer a po obdrZzeni Bayer and wupon receipt of supporting
ptislusné faktury a pfisluSnych prikaznych documentation with receipts attached.
ucetnich dokladu.

8. Narok na nahradu veskerych nakladi dle 8. The Center shall become entitled to any and all
odstavcl 5 az 7 vznika Centru dnem jejich costs under section 5 to 7 hereof as of the day
prokazatelného vynalozeni. Veskeré tyto the Center demonstrably expended these costs.
naklady jsou splatné v nejbliZz§im terminu Any and all such costs are due within the first
splatnosti odmény dle odst. 1 az 4 této next maturity period of the remuneration under
ptilohy  spolecné  stouto  odménou, sections 1 to 4 hereof and jointly with this
nestanovi-li Smlouva nebo tato piiloha jinak. remuneration, unless set forth otherwise in the

Agreement or herein.
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BAYER s.r.o.

Place/date - Misto/datum:

Rong Yang
Proxy/Prokurista

Nemocnice Cesky Krumlov

Place/date - Misto/datum:

Mgr. Jaroslav Sima MBA
Predseda predstavenstva/Chairman of the Board

Nemocnice Cesky Krumlov

Place/date - Misto/datum:

prim. MUDr. Jindfich Florian
Mistoptedseda predstavenstva/Vice-chairman of the Board

Principal Investigator/Hlavni zkouSejici

Place/date - Misto/datum:

MUDr.
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