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SECOND AMENDMENT DRUHY DODATEK
TO KE
CLINICAL TRIAL AGREEMENT SMLOUVE O PROVEDENI KLINICKEHO

HODNOCENI

This SECOND AMENDMENT to Clinical Trial
Agreement (“Second Amendment”) is effective as of the
date of publication in the Contract Registry, the public
administration information system, where contracts
concluded by subjects specified in Act No. 340/2015
Coll. as amended, are published (“Effective Date”), with
the Parties hereof declaring they proceed in accordance
herewith from 01 January 2021; this Second
Amendment is concluded by and between:

Tento DRUHY DODATEK ke smlouvé o provedeni
klinického hodnoceni (dale jen "dodatek €. 2") nabyva
ucinnosti dnem jeho uvefejnéni v registru smluv ve
smyslu zakona €. 340/2015 Sh., avSak smluvni strany
stvrzuji, ze se ustanovenimi dodatku fidi jiz ode dne
1.1.2021; tento dodatek €. 2 uzaviraji néasledujici
smluvni strany:

1. Covance Inc., 206 Carnegie Center, Princeton, New
Jersey, 08540-6233, USA, and its affiliates
(hereinafter referred to as "Covance"), and

1. Covance Inc., 206 Carnegie Center, Princeton, New
Jersey, 08540-6233, USA, a

jeji pfidruzené spolecnosti (dale jen ,Covance®),

2. VSeobecna fakultni nemocnice v Praze (General
University Hospital in Prague), ID No.: 00064165,
with its principal place of business at U Nemocnice
499/2, 128 08 Praha 2, VAT. CZ00064165,
represented by NN
o]
I ccinafter referred to as

“Institution”); and

2. Vseobecna fakultni nemocnice v Praze, ICO:
00064165, se sidlem U Nemocnice 499/2, 128 08
Praha 2, DIC: CZ00064165, zastoupena | Gz

I (:lc jen ,Zdravotnické zafizeni");

a

3. N D-pariment

of Otorhinolaryngology of General University Hospital in
Prague, U Nemocnice 499/2, 128 08 Prague 2, Czech
republic, (hereinafter referred to as “Investigator”)

3. , Oddéleni

otorinolaryngologie VFN, U Nemocnice 499/2, 128 08
Praha 2, Ceska republika, (dale jen "Zkousejici")

Whereas, Covance, Institution and Investigator are
hereinafter referred to individually as “Party” and
collectively as “Parties”,

Jelikoz, jsou spole¢nost Covance, Zdravotnické
zafizeni a ZkouSejici zde dale oznaCovani jednotlivé
jako ,,Strana“ a spole¢né jako ,,Strany“,
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WHEREAS, Covance, Institution and Investigator
entered into the Clinical Trial Agreement with an
effective date of 22 June 2020 relating to clinical trial
services, as amended by the First Amendment effective
as of 07 December 2020, (the “Agreement’) in
connection with OptiNose US, Inc., 1020 Stony Hill
Road, Suite 300, Yardley, PA 19067 USA (“Sponsor”)
clinical trial entitled: “A 24-Week Randomized, Double-
Blind, Placebo-Controlled, Parallel-Group, Multicenter
Study Evaluating the Efficacy and Safety of Intranasal
Administration of 186 and 372 ug of OPN-375 Twice a
Day (BID) in Subjects with Chronic Sinusitis Without the
Presence of Nasal Polyps” (“Study”) according to
Sponsor's  protocol number  OPN-FLU-CS-3206
incorporated herein by reference (“Protocol’); and

VZHLEDEM KTOMU, ZE spole¢nost Covance,
Zdravotnické zafizeni a ZkouSejici uzavieli Smlouvu o
provedeni klinického hodnoceni s datem G¢innosti 22.
¢ervna 2020, ve znéni dodatku ¢. 1 s datem uginnosti
7.12.2020, souvisejici se  zajisténim  klinického
hodnoceni (dale jen ,smlouva®), ktera se vztahuje ke
klinickému hodnoceni spoleénosti OptiNose US, Inc.,
1020 Stony Hill Road, Suite 300, Yardley, PA 19067
USA, (dale jen ,Zadavatel”) snédzvem ,24tydenni

randomizovana,  dvojitt  zaslepena,  placebem
kontrolovana, multicentricka  studie s paralelnimi
skupinami  vyhodnocujici  u€innost  a bezpe¢nost

intranazalniho podani 186 a 372 ug pfipravku OPN-375
dvakrat denné (BID) u pacientl s chronickou sinusitidou
bez pfitomnosti nazalnich polypi“ (dale jen ,Studie®)
avsouladu se Zadavatelovym Cislem protokolu
OPN-FLU-CS-3206, ktery je do tohoto dokumentu
zaClenén formou odkazu (dale jen ,Protokol®), a

WHEREAS, the Investigator replaced the original
investigator in  accordance with the FIRST
AMENDMENT effective as of 07 December 2020, and

VZHLEDEM KTOMU, ZE byl uzavien PRVNI
DODATEK s datem Gcinnosti 7. prosince 2020, na jehoz
zakladé Zkousejici nahradil ptvodniho zkousejiciho,

WHEREAS, the parties desire to amend the Agreement
to implement changes in the Payment Terms in EXHIBIT
B of the Agreement in relation to Study Protocol
Amendment as further described herein,

VZHLEDEM K TOMU, ZE smluvni strany cht&ji v ramci
zmény této smlouvy aktualizovat platebni podminky
uvedené vPRILOZE B smlouvy vnavaznosti na
Aktualizaci Protokolu tak, jak je popséano nize v tomto
dodatku,

NOW, THEREFORE, in consideration of the mutual
agreements of the undersigned and for good and
valuable consideration, the parties hereto agree to
amend the Agreement as follows:

SE TIMTO STRANY po vzajemné dohodé podepsanych
zastupcl a po radné a hodnotné Uvaze dohodly zménit
smlouvu nasledovné:

The EXHIBIT B of the Agreement is deleted in its
entirety and replaced with the new EXHIBIT B
as attached hereto.

PRILOHA B smlouvy je odstranéna v celém
rozsahu a nahrazena novou PRILOHOU B, jez
je pfipojena k tomuto dodatku.
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Publicity

Parties agree this contract to be published in Contract
Registry pursuant to Act No. 340/2015 Coll., on the
Register of Contracts, and the contract is to be published
by Institution.

Contract Parties agreed that trade secrets marked by
Sponsor are to be removed before publication and will
not be published in the Registry. Within 5 days of the
Signature hereof, the Sponsor/Covance will provide
Institution with the present Amendment in an electronic
form with deleted text which Sponsor considers trade

secret to e-mail address || | | | | | . (nstitution

will publish the contract within 10 days of the signature.

Estimated value of Agreement in accordance with the
Second Amendment: 872,755 CZK.

Registr smluv - uverejnéni dodatku

Smiuvni strany se dohodly, Zze tento dodatek bude
uverejnén vregistru smluv ve smyslu zakona ¢.
340/2015 Sb., o registru smluv, a uvefejnéni provede
Zdravotnické zafizeni.

Smluvni strany se dohodly, Ze zadavatelem oznacené
obchodni tajemstvi bude pfed zadanim smlouvy do
registru smluv odstranéno a nebude v registru smluv
uverejieno. Nejpozdéji do 5 dnli od podpisu dodatku
Zadavatel/Covance zaSle Zdravotnickému zafizeni
finalni verzi dodatku ve strojové Citelném formatu
s vySkrtnutym textem dodatku, ktery povazuje Zadavatel
za obchodni tajemstvi na e-mailovou adresu |||
B Zdravotnické zafizeni zajisti uverejnéni
smlouvy béhem 10 dni od podpisu.

Pfedpokladana hodnota Smlouvy ve znéni dodatku €. 2
Cini 872 755,- KE.

Except as specifically set forth herein, all other terms and
conditions contained in the Agreement shall remain in
full force and effect. Unless otherwise defined in this
Amendment, capitalized terms used herein shall have
the same meaning defined in the Agreement.

S vyjimkou zde vyslovné uvedenych ustanoveni
zlistanou vSechny ostatni podminky smlouvy platné
aucinné vcelém svém rozsahu. Nestanovii tento
dodatek jinak, vyrazy uvedené s velkymi pocateénimi
pismeny maji stejny vyznam, jako je definovan ve
smlouve.

IN WITNESS WHEREOF, duly authorized
representatives of the parties have executed and
delivered this Agreement as of the Effective Date
written above.

NA DUKAZ CEHOZ tadné opravnéni zastupci stran
uzavreli tuto smlouvu k datu Uéinnosti uvedenému
vyse.
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Covance Inc.  / Covance Inc. Vseobecna fakultni nemocnice v Praze
By/Podepsal/a: By/Podepsal/a:

Name/Jméno: Name/Jméno:

Title/Funkce: Title/Funkce:

Date/Datum: Date/Datum:

By/Podepsal/a:

Name/Jméno:

Title/Funkce:

Date/Datum:;
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EXHIBIT B

PRILOHA B

BUDGET AND PAYMENT SCHEDULE

ROZPOCET A PREHLED PLATEB

PROTOCOL NO: OPN-FLU-CS-3206

C. PROTOKOLU: OPN-FLU-CS-3206

PROTOCOL TITLE: A 24-Week Randomized, Double-Blind,
Placebo-Controlled, Parallel-Group, Multicenter ~ Study
Evaluating the Efficacy and Safety of Intranasal Administration
of 186 and 372 ug of OPN-375 Twice a Day (BID) in Subjects
with Chronic Sinusitis Without the Presence of Nasal Polyps

NAZEV PROTOKOLU: 24tydenni randomizovana, dvojité
zaslepena, placebem kontrolovand, multicentricka studie s
paralelnimi skupinami vyhodnocujici G&innost a bezpe€nost
intranazalniho podani 186 a 372 g pfipravku OPN-375 dvakrat
denné (BID) u pacientl s chronickou sinusitidou bez pfitomnosti
nazalnich polypl

INVESTIGATOR: | GGG

zkouSeJici: |G

Study Subject Enrolment

Zarazovani pacientt do studie

Institution may enroll up to a maximum number of-
Study subjects in the Study unless otherwise
authorized in writing in advance by Sponsor. The number of
Study subjects may be limited at the discretion of Sponsor
based on the number and type of Protocol deviations that
have occurred as well as Study subject retention. Payments
for the authorized additional Study subjects will be made in
accordance with this Budget and Payment Schedule.

Do studie smi Zdravotnické zafizeni bez pfedchoziho
isemného souhlasu Zadavatele zafadit maximélné
h pacient(l. Pocet pacienttl ve studii mize zadavatel
podle vlastniho uvazeni omezit podle poctu a typu odchylek od
protokolu, k nimZ dojde, a podle toho, jak se bude dafit udrzovat
pacienty ve studii. Platby za schvalené dal$i pacienty studie

budou hrazeny podle tohoto rozpo¢tu a pfehledu plateb.

Payment Terms

Platebni podminky

In consideration for conducting the Study, the Sponsor or
Sponsor designee shall pay Institution as described in this
Budget and Payment Schedule. The Parties agree that this
Budget and Payment Schedule is part of the Agreement
clarifying the compensation associated with the Agreement
and includes all Study-related costs, as referenced in the
Protocol (except for payments for Investigator and his study

Za provadéni studie bude zadavatel nebo jim povéfena osoba
vyplacet zdravotnickému zafizeni odménu uvedenou v tomto
rozpoctu a prehledu plateb. Smluvni strany se dohodly, Ze tento
rozpoCet a pfehled plateb tvofi nedilnou souCast smlouvy
upravujici odménu stanovenou ve smlouvé a zahrnujici veSkeré
naklady souvisejici se studii, tak jak jsou uvedeny v protokolu
(vyjma plateb ZkouSejicimu a jeho studijnimu tymu dle
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team according to Separate Contract). All agreed upon
amounts in the Budget and Payment Schedule are in Czech
crowns (CZK).

Separatni smlouvy). VSechny ¢astky dohodnuté v tomto
rozpoCtu a pfehledu plateb jsou v korunach Ceskych (KE).

Payments by Sponsor, or Sponsor designee, will be made via
Electronic Bank Transfer and in accordance with the payment
instructions as detailed in the Payment Information Form
and sent with reference to the Study. Payment is without VAT.
The VAT addition, if any, at the applicable statutory rate is
governed by the applicable legal regulations that are effective
on the day of invoicing by the Institution. Payment will be made
on the basis of invoice issued by the Institution. In case of any
uncertainties related to VAT, it is possible to contact Covance
or the Sponsor. The Institution shall issue the invoice on the
basis of realized visits calculation created by the Sponsor and
approved by the Investigator. Any failure to provide a
calculation of the realized visits does not deprive the Institution
of the right to issue the relevant invoice according to the
payment terms agreed in the Agreement. The invoice
documentation, including the calculation of the realized visits,
will be sent to the Oddeleni klinickeho hodnoceni a vyzkumu
(Clinical Evaluation and Research Department), U Nemocnice

2, Praha 49912, 128 03 - [ R
I T invoice due date is 45 days

from the date of issue by the Institution. The Institution is
obliged to email the invoice to MediData Payments within two
days of invoice issuance. In the event of non-compliance with
the invoice due date, the Institution is entitled to charge
interest on late pyments at the statutory rate. All incoming
payments must be clearly identified by the invoice number or
specific symbol.

Platby bude zadavatel nebo jim povéfeny zastupce provadét
elektronickym bankovnim pfevodem podle platebnich instrukci
ve formulari platebnich udaji s uvedenim odkazu na studi.
Platba je uvedena bez DPH. Pfipo¢teni DPH v platné zakonné
vy$i, uplatni-li se, se fidi platnymi pravnimi normami v den
fakturace zdravotnickym zafizenim. Platba bude provadéna na
zakladé fakturace zdravotnickym zafizenim. V pfipadé
nejasnosti ohledné DPH je mozné se obrétit na Covance nebo
Zadavatele. Fakturu vystavi zdravotnické zafizeni na zakladé
kalkulace uskute¢nénych navstév vytvofené zadavatelem a
odsouhlasenych zkouSejicim. Pfipadné nedodéni kalkulace
uskuteCnénych navstév, nezbavuje zdravotnické zafizeni prava
vystavit pfislusnou fakturu dle platebnich podminek
dohodnutych ve smlouv8. Podklady pro fakturaci vcetné
kalkulace uskutecnénych navstév budou zaslana Covance do
Oddéleni klinického hodnoceni a vyzkumu, U Nemocnice 499/2,

Praha 2, 128 08 - RN
I Do) splatnosti faktury je 45 dnli ode dne

vystaveni zdravotnickym zafizenim. Zdravotnické zafizeni je
povinno poslat fakturu e-mailem spoleCnosti MediData
Payments do dvou dni od jejiho vystaveni. V pfipadé
nedodrzeni splatnosti faktury je zdravotnické zafizeni
opravnéno Uctovat Urok z prodleni v zakonné vysi. Veskeré
pfichozi platby musi byt jednoznaéné identifikovany Cislem
faktury nebo specifickym symbolem.

Payment Schedule

Prehled plateb

IRB/EC Fees Sponsor shall reimburse
reasonable and customary local
IRB/EC fees in connection with the
Study listed in the budget below,

Poplatky EK Pfiméfené  aobvyklé  poplatky
Uctované mistni EK v souvislosti se
studii a uvedené vrozpoétu nize
bude zadavatel proplacet do
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within forty-five (45) days of
issuance of an approved invoice,
whereas the Institution is obliged to
deliver the invoice to Medidata
Payments Email within two days of
invoice issuance.

Ctyficeti péti (45)dni ode dne
vystaveni schvélené faktury s tim,
Ze zdravotnické zafizeni je povinno
zaslat fakturu na e-mailovou adresu
spoleCnosti MediData Payments do
dvou dn0 od jejiho vystaveni.

Administrative
Start Up Fee

Sponsor shall pay a one-time
administrative start-up fee which
includes Institutional overhead
covering all start-up preparations
within forty-five (45) days of (i)
issuance of invoice that will be
delivered to Medidata Payments
Email by institution within two days
of its issuance and (i) site
readiness to receive payments via
the Medidata system. The invoice
will be issued after Agreement
signature. [fee in connection with
Agreement negotiation (legal
assessment, economy assessment
and budget set-up) does not
include preparation of
documentation for supervisory
authorities].

Administrativni
zahajovaci
poplatek

Do Ctyficeti péti (45)dn0 od (i)
vystaveni faktury, kterd bude
Zdravotnickym zafizenim do dvou
dnd od vystaveni zaslana na e-
mailovou  adresu  spolecnosti
Medidata Payments a (i)
pfipravenosti Zdravotnického
zafizeni pfijimat platby
prostfednictvim spoleCnosti
Medidata, uhradi  zadavatel
jednorazovy zahajovaci poplatek,
ktery pokryva naklady
Zdravotnického zafizeni spojené
s pfipravou na zahdjeni studie.
Faktura bude vystavena po podpisu
Smlouvy. [poplatek v souvislosti
s dojednanim  smlouvy  (pravni
posouzeni, ekonomické posouzeni
a nastaveni rozpo€tu) nezahrnuje
zpracovani  dokumentace  pro
kontrolni Urady].

Study Visits Fees

Sponsor shall pay Institution for
visits completed by each Study
subject as described in the budget
below. Study visit payments are
based on procedures listed in the
Protocol. Study visit payments are
conditioned upon Investigator’s

Poplatky za
kontrolni
navstévy

Za kazdou névstévu absolvovanou
kazdym pacientem studie uhradi
zadavatel zdravotnickému zafizeni
poplatek uvedeny v rozpoCtu nize.
Platby za kontrolni navstévy se fidi
Ukony  uvedenymi v protokolu.
Podminkou pro uhrazeni platby za
kontrolni ndvstévu je, Ze Zkousejici
vypini formulaf zdznamu pacienta
hodnoceni (Case Report Form,
CRF) (dale ,CRFY)  nebo
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completion of Case Report Forms
(“CRF”) or Electronic Case Report
Forms (‘eCRF”).

Sponsor will pay Payee for the
Study visits of a valid Study
subject. A valid Study subject shall
mean that the subject meets the
inclusion criteria and does not meet
the exclusion criteria defined in the
Protocol, has signed an ICF with all
relevant GDPR requirements and
consents included therein and/or
pursuant to a separate document
covering such GDPR matters, as
reviewed or approved in
accordance with the terms of this
Agreement, and completes each
Study visit. If a Study subject is
discontinued from the Study for any
reason, Sponsor will pay for all
Study visits previously completed
by that Study subject. Institution
has sole responsibility for any extra
costs or liabilities incurred by
conducting visits at a location not
specified in the FDA Form 1572.

elektronicky ~ zédznam  pacienta

hodnoceni (dale ,eCRF*).

Zadavatel bude pfijemci plateb
proplacet  kontrolni  navstévy
platnych pacientd studie. Platnym
pacientem studie se rozumi, ze
pacient spliiuje zafazovaci kritéria
anespliuje  vyluCovaci  kritéria
uvedend v protokolu, podepsal
formulaf informovaného souhlasu
obsahujici  vSechny  dllezité
poZadavky  asouhlasy  podle
nafizeni GDPR a/nebo véetné
samostatného dokumentu
upravujiciho zaleZitosti tykajici se
nafizeni GDPR, posouzeny nebo
schvaleny v souladu s podminkami
této smlouvy, a absolvuje kaZdou
kontrolni navstévu. Bude-li pacient
ze studie znéjakého divodu
vyfazen, uhradi zadavatel veSkeré
kontrolni navstévy, které takovy
pacient studie absolvoval. Pfipadné
naklady nebo povinnosti navic za
navstévy provadéné na misté
neuvedeném ve formulafi FDA 1572
ponese vyhradné zdravotnické
zafizeni.

Payment
Frequency

All authorized Study subject visit
and procedure payments shall be
paid by Sponsor on a quarterly basis

Cetnost plateb

VeSkeré platby za schvalené
navstévy pacientl studie a platby za
ukony budou zadavatelem hrazeny
Ctvrtletné a pfipadné v pomérné vysi
podle skuteéného poétu pacientli
studie, za néz zadavatel nebo jeho
zastupce obdrzi vyplnéné formulafe
CRF nebo pfipadné eCRF.
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and prorated, as necessary, for the
actual number of Study subjects for
whom completed CRFs and/or
eCRFs, as applicable, have been
accepted by Sponsor or Sponsor’s
representative.

Upon termination of the Study (due
to completion of the Study or any
other cause), all remaining amounts

due for Study subject visits
completed shall be paid the
following payment cycle. For

purposes of this section, termination
shall not be deemed to have
occurred (and final payments will
not be made) until all completed
CRFs and/or eCRFs and completed
CRF and/or eCRF corrections are
received.

Po skonceni studie (dokonceni nebo
ukonéeni zjiného divodu) budou
veSkeré  zbyvajici Castky za
probéhlé navstévy pacientl studie
uhrazeny v nasledujicim platebnim
cyklu. Pro ucely tohoto ¢lanku dojde
ke skonceni studie az v okamziku,
kdy budou dorueny veSkeré
vypInéné formulare CRF nebo eCRF
véetné pfipadnych oprav (a teprve
poté probéhnou zavérecné platby).

Final Payment

Final payment shall be made in
accordance with the budget and
payment schedule hereunder,
within forty-five (45) days of the
completion of all required visits and
Sponsor's verification that all CRFs
and/or eCRFs have been entered
and verified and all queries have
been resolved for each patient visit.

Zavérecna platba

Zavére€na platba bude provedena
podle nize uvedeného rozpoCtu
a pfehledu plateb do Ctyficeti péti
(45)dn  od dokongeni vSech
poZadovanych navstév a potvrzeni
zadavatele, ze byly zadany
a ovéfeny vSechny formulafe CRF
nebo eCRF a zodpovézeny viechny
dotazy ke vSem navstévam pacientu
studie.

Screen Failures
Fees

A “Screen Failure” is defined as a
candidate who signs the ICF with all
relevant GDPR requirements and
consents included therein and/or
pursuant to a separate document
covering such GDPR matters, and
received any Study procedure but

Poplatky za
pacienty, které
neprojdou
vstupnimi
vysetienimi

Za pacienta, ktery neproSel
vstupnimi  vySetfenimi, je
povazovan kandidat, ktery podepise
formulai informovaného souhlasu
obsahujici  vSechny  dllezité
poZadavky  asouhlasy  podle
nafizeni GDPR alnebo vCetné
samostatného dokumentu
upravujiciho zaleZitosti tykajici se
nafizeni GDPR a podstoupi néjaky

Ukon ve studii, av8ak neni
randomizovan nebo zafazen do
studie. Uhrada za kazdého

pacienta, ktery neproSel vstupnimi
vySetfenimi, bude proplacena na
zakladé faktury zaslané zadavateli,
vystavené Zdravotnickym zafizenim
na zakladé podkladd dodanych
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who is not randomized or enrolled
into the Study. Payment for each
Screen Failure will be paid on the
basis of an invoice submitted to
Sponsor, issued by the Institution on
the basis of records provided to
Institution by  Sponsor/Covance
(including SF) and approved by the
Investigator. Payment for Screen
Failures shall be paid in accordance
with the expense reimbursement
table as specified in the Budget.
Payments for any Screen Failures
exceeding the limit listed in the
budget grid are subject to Sponsor’s
written approval and should be
directed to program manager or
other Sponsor designated
representative. If the approved
number of allowable Screen Failure
payments changes during the
course of the Study, an amendment
to this Agreement is not required.

Zdravotnickému zafizeni
Zadavatelem/Covance

(obsahujicich SF) a
odsouhlasenych Zkousejicim.

Castka za pacienty, ktefi neprodli
vstupnimi  vySetfenimi,  bude
hrazena podle tabulky proplaceni
naklad( uvedené v rozpoGtu. Platby
za pacienty, ktefi neprojdou
vstupnimi  vySetfenimi, nad limit
uvedeny  vrozpoGtu, podléhaji
pisemnému schvaleni zadavatele
a pozadavek na proplaceni je tfeba
zaslat manazerovi programu nebo
jinému zastupci zadavatele. Pokud
se schvéleny pocet pfipustnych
plateb za pacienty, ktefi neprojdou
vstupnimi  vySetfenimi,  béhem
studie zméni, nebude nutné uzavirat
kvuli tomu dodatek k této smlouvé.

Other Expense
Reimbursement

Sponsor shall also pay additional
Study related expenses, as listed in
the budget or as otherwise pre-
approved by Sponsor in writing. To
request payment of these costs,
Institution shall submit itemized

Proplaceni
dalsich vydaiju

Zadavatel bude proplacet idalSi
vydaje spojené se studii uvedené
vrozpoftu nebo jinak pfedem
pisemné schvélené zadavatelem.
Bude-li zdravotnické zafizeni chtit

pozadat o proplaceni  takovych
vydajl, prediozi podrobnou
poloZkovou fakturu vetné

pislusnych podkladli nebo stvrzenek
podle nize uvedenych pokynu
k fakturaci. ~ Schvélenou  fakturu
uhradi zadavatel do Ctyficeti péti
(45)dn0 od jejiho vystaveni, za
pfedpokladu, Ze bude zdravotnickym
zafizenim zaslana na e-mailovou
adresu  spoleCnosti  Medidata
Payments do dvou dndi od vystaveni.
Pfijemce plateb bude mit maximalné
devadesat (90)dni po skonceni
studie na predlozeni faktur za
proplacené vydaje ana vyfeSeni
pfipadnych nesrovnalosti v platbach.
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Protocol Ref: OPNFLUCS3206

Covance Master Amendment Template: Version 1, 04Apr2018 2018

Sponsor Approved Template: FINAL Version, 16Jan2020

invoices, accompanied by
appropriate back-up documentation
or receipts in accordance with the
invoicing instructions below. Sponsor
will pay Institution within forty-five (45)
days of issuance issuance of an
approved invoice, provided that the
invoice will be delivered to Medidata
Payments Email by Institution within
two days of invoice issuance. The
Payee will have up to ninety (90) days
after the completion of the Study to
submit any outstanding invoices for
reimbursement consideration and to
resolve any payment discrepancies.

Invoicing Instructions

Pokyny k fakturaci

Invoices should clearly identify the following:

Ve fakturach museji byt jasné uvedeny tyto nalezitosti:

e Investigator name/Site Number

e jméno zkouSejiciho/ndzev studijniho pracovisté

e Study Reference Code: OPN-FLU-CS-3206 o Referenéni kod studie: OPN-FLU-CS-3206

e Subject number (if applicable) o Cislo pacienta (pokud je relevantni)

e |nvoice date o Datum vystaveni faktury

o Date & description of services provided and pass-thru o Datum a popis poskytnutych sluzeb a pfeuctovavanych
costs nakladu

Total amount payable

Celkova Gastka k Uhradé

e Supporting documentation (i.e. third-party invoices,
receipts)

o Podklady kfaktufe (napf.faktury od tfetich osob,
Uctenky)

Invoices to Sponsor shall be deliverable to:

Faktury pro zadavatele je tieba zasilat na:

Medidata Payments Email: _ (Please

include the Study Reference Code: OPN-FLU-CS-3206 in
the Subject Field)

e-mailovou adresu spole¢nosti Medidata Payments: -
I (do piedmétu zpravy uvedte referenéni kod
studie: OPN-FLU-CS-3206)

Invoices shall be issued and addressed to Covance Inc, 206
Carnegie Center, Princeton, New Jersey 08540-6233, USA,
VAT ID 22-3265977.

Faktury budou vystaveny a adresovany na Covance Inc, 206
Carnegie Center, Princeton, New Jersey 08540-6233, USA,
DIC 22-3265977.

Changes to Payment Details

Zmény platebnich udaju

If during the course of the study the payee details change,
please provide the following information:

Pokud se platebni udaje pfijemce plateb v pribéhu studie
zméni, bude tfeba nahlasit tyto udaje:

* New payee name

* jméno nového pfijemce plateb
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+ Account Holder Name

* jméno majitele Uctu

* Bank Name * nazev banky
* Account Number * Cislo uctu

* IBAN * IBAN

« Sort Code * kéd banky

« SWIFT « SWIFT

Phone Support for Medidata Payments

Telefonicka podpora k platbam prostiednictvim
spolecnosti Medidata

Client Success for Medidata Payments can be contacted via
Telephone. A full listing of toll-free numbers can be found at

Podporu klientt pro platby prostfednictvim spole¢nosti Medidata
Ize kontaktovat telefonicky. Kompletni seznam bezplatnych
telefonnich Cisel najdete na webu

Budget and Fee Schedule

Rozpodet a piehled poplatku

—
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** Procedures listed in Additional Costs below will be ** \lykony uvedené na seznamu DalSi platby budou uctovany a
charged and invoiced separately, including costs related to fakturovany zvlast, véetné nakladl spojenych s Doplfikovou
the Supplemental Visit above. navstévou popsanou vyse.

PATIENT REIMBURSEMENT PACIENTSKE NAHRADY

Subject Travel Reimbursement in the amount of ||l | Nahrada cestovnich naklada subjektu ve vysi [ EGN
I s not included in subject visit Payment amounts. | | neni zahrnuta v &astkach plateb za navstévu subjektu.
Sponsor through Covance will reimburse Institution for | Zadavatel prostfednictvim spole¢nosti Covance proplati
reasonable patient travel expenses in amount approved by the | zdravotnickému zafizeni pfiméfené nahrady cestovnich
Ethics Committee, i.e. in amount of | || | | N of | nakladt pacient(i v &astce schvalené etickou komisi, t,. v éastce
patient required by study protocol (including additional visits) | [ | | | N pacienta na pracovisti studie dle pozadavka
upon receipt by Covance of a valid and detailed invoice with | protokolu (véetné dodatecnych néavstév) poté, co od
supporting and anonymized documentation from the | zdravotnického zafizeni obdrzi platnou a podrobnou fakturu s
Institution. Agreed Travel Reimbursement and other | anonymizovanou doprovodnou dokumentaci. Dohodnuté
expenses to Study patients will be invoiced retroactively | nahrady cestovnich a jinych vyloh pacientim zafazenym do
based on the Study patient's participation in each part of the | studie budou fakturovany zpétné na zékladé Ugasti pacientli na
study visit by the Institution and on the basis of documentation | jednotlivych &astech studijni navstévy zdravotnickym zafizenim
submitted by the CRA and approved by the Investigator. | a na zakladé podkladi zaslanych monitorem studie a
Records of travel expenses is ensured by the Investigator | schvalenych ZkouSejicim. Evidenci cestovnich nakladl
eventually study coordinator, who hand the records over to the | zajiStuje ZkousSejici popf. studijni koordinator a nasledné toto
CRA. Study patients will be reimbursed after the invoice is | pfeda monitorovi studie. Nahrady budou pacientim vyplaceny
paid. Travel Reimbursement is reimbursed to Study patients | po Uhradé vystavené faktury. K proplaceni cestovnich vyloh
at the cash desk of the Institution or by transfer to the Study | pacientim dochazi v pokladné zdravotnického zafizeni nebo
patient's account. pfevodem na Ucet pacienta.

Any questions regarding the Travel Reimbursement of the | Pfipadné dotazy tykajici se cestovnich nahrad subjektu

Study patients will be sent to || GcNIGNGG hodnoceni budou zaslany na || GG
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Dalsi platby / Other Payments:

The total payment per screen failure patient is based on the
actual completion of assessments performed during the
screening period, based on the following table.

Celkovy poplatek za pacienta, ktery neprojde vstupnim
vySetienim zalezi na skuteCné provedenych procedurach dle
nasledujici tabulky.

All amounts in CZK / Véechny ¢astky jsou uvedeny v CZK:
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Bank information/ Bankovni tdaje:

Beneficiary/Payee Name

Jméno beneficienta/pfijemce platby:

VSeobecna fakultni nemocnice v Praze

Bank name/ Nazev banky:

Ceska narodni banka

Bank address/ Adresa banky:

Na Pfikopé 28, Praha 1, 115 03, Ceska republika

Sort/Routing Number Kéd/ smérovy kdd:

0710

IBAN: CZ33 0710 0000 0000 2403 5021
Account Number/ Cislo Gétu 24035021/0710
SWIFT: CNBACZPP

P I
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