Protocol No: LPS17008
Country: Czech Republic
Pl Name: XXX

Dodatek 1 ke
Smlouvé se ZkouSejicim / Zdravotnickym
zatizenim

Amendment 1 to
Investigator/ Institution Contract

Tento dodatek 1 ke smlouvé se ZkouSejicim /
Zdravotnickym zafizenim (,,Dodatek®) ucinny dnem
Jeho zvetejnéni v registru smluv (,,Datum U¢innosti®)
mezi:

This Amendment 1 to Investigator / Institution
Contract (Amendment”) effective on the date of its
publication in the registry of contracts (“Effective
Date™), by and between:

PPD Investigator Services LLC.,
se sidlem 929 North Front St, Wilmington, NC 28401,
USA

(dale jen “CRO”)

ktera provadi klinické hodnoceni jako nezavisly subjekt
ve prospéch farmaceutické firmy Sanofi-Aventis
Recherche & Développment, a French corporation
(société anonyme)

se sidlem: 1 avenue Pierre Brossolette, 91385 Chilly
Mazarin, Francie

Zapsana v obchodnim rejsttiku B 713 002 269 Evry

(dale jen ,,Zadavatel)

PPD Investigator Services LLC.,
with its registered address at 929 North Front St,
Wilmington, NC 28401, USA

(hereinafter referred to as the “CRO”)

which is conducting as an independent contractor for
the benefit of a pharmaceutical company Sanofi-
Aventis Recherchce & Développment, a French
corporation (société anonyme)

Registered office: 1 avenue Pierre Brossolette, 91385
Chilly Mazarin, France

Registered with the Commercial Register B 713 002
269 Evry

(hereinafter referred to as the “Sponsor”)

a

and

Institut klinické a experimentalni mediciny
se sidlem: Videnska 1958/9, 140 21 Praha 4, Ceska
republika

(dale jen ,,Zdravotnické zaFizeni®)

Institut klinické a experimentalni mediciny
with its registered seat at: Videnska 1958/9, 140 21
Prague 4, Czech Republic

(hereinafter referred to as the “Institution”)

A

AND

XXX, hlavni zkouSejci, adresa mista pracoviste:
Invstitut klinické a experimentalni mediciny, Centrum
diabetologie, Videniska 1958/9, 140 21, Praha 4, Ceska
republika

(dale jen ,,ZkouSejici”)

XXX, principal investigator, professional address:
Institut  klinické a experimentadlni mediciny,
Diabetology Center, Videriska 1958/9, 140 21,
Prague 4, Czech Republic

(hereinafter referred to as the “ Investigator™)

dale jednotlivé jako ,,.Smluvni strana“ a spole¢né jako
“Smluvni strany”

each a “Contracting Party” and collectively the
“Contracting Parties”
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Je Dodatkem smlouvy se Zkousejicim / Zdravotnickym
zafizenim mezi CRO, Zdravotnickym zafizeni a
Zkousejicim, kterd byla pln¢ podepsana dne 21. dubna
2022 za ucelem klinického hodnoceni s ndzvem:
,,Jednoramenné, 24tydenni klinické hodnoceni faze
4 posuzujici Gcinnost a bezpecnost prevedeni
pacienti s diabetem 2. typu na lécbu pripravkem
iGlarLixi, ktefi nedosahli glykemické kontroly pri
1é¢bé premixovanym inzulinem podavanym jednou

nebo dvakrat denné” ( Studie”), spojené s Cislem

souCasnosti pod vedenim
(,,Zkousejici®) (,,Smlouva*®).

protokolu LPS17008 (,.Protokol) zprvu vedena pod
vedenim v

shall be an amendment to that certain Investigator /
Institution Contract between CRO, Institution and
Investigator fully executed on 21 April 2022 for the
clinical trial entitled: “A 24-Week, Single-Arm,
Phase 4 Clinical Study to Evaluate the Efficacy
and Safety of Switching to iGlarLixi in People
With Type 2 Diabetes Mellitus Uncontrolled on
Once or Twice Daily Premixed Insulin Regimen”
(“Study”) relating to protocol number LPS17008
(“Protocol”) being initially conducted under the
direction of

currently under the direction of | N
I (“Principal ~ Investigator”)

(“Agreement”).

SMLUVNi STRANY PROHLASUJI, ZE

WITNESSETH

VZHLEDEM K TOMU, ze CRO, Zdravotnicke
zafizeni a Zkou3ejici uzavreli Smlouvu, podle které
Zkousejici/Zdravotnické zarizeni poskytuji CRO urcité
sluzby spojené s klinickym hodnocenim a

VZHLEDEM K TOMU, Ze doslo k dodatku protokolu
¢. 1, verze 2.0 (globalni) ze dne 22. listopadu 2021 a
k dodatku protokolu ¢.2, verze 3.0 ze dne 2.8.2022
(dale jen dodatek protokolu), ktery méni harmonogram
udalosti protokolu, si Smluvni strany pfeji upravit
podminky Smlouvy, jak je stanoveno v tomto Dodatku,

DOHODLY SE Smluvni strany s ohledem na obsah
tohoto Dodatku a s imyslem byt jim pravné vazany
takto:

WHEREAS, CRO, Institution and Investigator have
entered into the Agreement pursuant to which the
Investigator/Institution  provides certain  Study
services to CRO and

WHEREAS, the Protocol Amendment no 1, Version
2.0 (Global) dated 22 November 2021 and Protocol
Amendment no 2, Version 3.0 dated 2 August 2022
(hereinafter “Protocol Amendment”) changes the
schedule of events of the Protocol, the Parties desire
to amend the terms of the Agreement as set forth
herein.

NOW, THEREFORE, for the valuable consideration
contained herein, and intending to be legally bound,
the Parties agree as follows:

1. Priloha A se timto v plném rozsahu rusi a
nahrazuje novou Pfilohou A, ktera je pripojena
k tomuto dodatku jako priloha ¢. 1 a je do ngj
zaclenéna formou odkazu.

Strany se dale dohodly, Ze vSechny postupy
provedené v ramci dodatku protokolu a v souladu
s Prilohou 1 tohoto Dodatku budou uhrazeny

1. Exhibit A is hereby deleted in its entirety and
replaced by the new Exhibit A attached hereto as
Schedule 1 and incorporated by reference herein.

The Parties further agree that all procedures
performed under the Protocol Amendment and in
accordance with Schedule 1 of this Amendment,
will be paid from the date of implementation at
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zpétné ke dni implementace dodatku protokolu €.1
—13.4.2022 (,,datum ucinnosti rozpoctu).

site of Protocol Amendment 1 which is 13 April
2022 (Budget Effective Date).

4. Dodatek se podpisem Smluvnich stran stane
soucasti Smlouvy a veskeré odkazy na Smlouvu budou
znamenat odkaz na Smlouvu véetné Dodatku.

Upon execution, this Amendment shall be made
a part of the Agreement and shall be incorporated
by reference therein.

5. VSechna ostatni ustanoveni a podminky Smlouvy
zOstavaji v plné platnosti a ucinnosti. V pfipadé
Jjakéhokoli rozporu mezi ustanovenimi Smlouvy a
tohoto Dodatku budou rozhoduyjici a fidici ustanoveni
tohoto Dodatku.

All other terms and conditions of the Agreement
shall remain in full force and effect. In the event
of any conflict between the terms of the
Agreement and this Amendment, the terms of this
Amendment shall govern and control.

5. VeSkera pouZitda terminologie, ktera neni bliZe
definovana v tomto Dodatku, bude mit stejny vyznam,
jako je uvedeno ve Smlouveé. Tento Dodatek se tidi
pravnim fadem Ceské republiky.

All capitalized terms used, but not otherwise
defined herein, shall have the meanings ascribed
to them in the Agreement.

This Amendment 1s governed by the law of the Czech
Republic.

Zbytek této stranky je zameérné ponechan prazdny,
nasledovat bude stranka s prilohami a podpisova
stranka.

Remainder of this page is intentionally left blank,

Exhibits and signature page to follow.
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NA DUKAZ CEHOZ nize podepsani podepsali
tento dodatek k datu ucinnosti..

IN WITNESS WHEREQF, the undersigned have
executed this Amendment as of the Effective Date.

CRO:

Podpis/Signature:

Jméno/Name:
Pozice/Title:

Datum/Date:

22062023

Zdravotnické zarizeni/Institution:

Podpis/Signature:

Jméno/Name:
Pozice/Title:

Datum/Date:

~13.07.2023

ZkousSejici/Investigator:

Podpis/Signature:

Jméno/Name:

Datum/Date:

28062023
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Exhibit A / Pfiloha A

Budget and Payment Schedule / Rozpoéet a rozpis plateb

Payments:/Platby: Payment should be made to the following: / Uhrady provadéjte nasledovné:

Payee / Pfijemce platby

Payee Name: / Jméno pfijemce platby: Institut klinické a experimentalni mediciny .
Payee Address: / Adresa pfijemce platby: Videniska 1958/9, 14021 Praha 4, Czech Republic/ Ceska republika

Bank Information/ Bankovni udaje

Bank account name: / Nazev bankovniho uctu: Institut klinické a experimentalni mediciny

Bank account No:/ Cislo bankovniho ugtu: 42334041/0710
IBAN: /IBAN: CZ6707100000000042334041

SWIFT: / SWIFT: CNBACZPP

Tax ID Number: / DIC: 00023001

Institution may request to revise the payee
details provided herein during the course
of the Study. In such cases, the parties
agree that no amendment to this
Agreement shall be required provided that
Institution provides written notification to
PPD with the revised payee details and, if
applicable, a revised W-9. The parties
further agree that PPD assumes no liability
for incorrect payee.

Invoices: Please send original, correct
and itemized invoices to the following:

Zdravotnické zafizeni miZze v pribéhu
studie pozadovat upravu udajii prijemce
platby, které jsou zde uvedeny. V
takovych pfipadech se strany dohodly, Ze
nebudou nutné zadné dodatky k této
smlouvy, pokud zdravotnické zafizeni
pteda PPD pisemné oznameni o upraveé
udajli ptijemce platby a v ptipadé potieby
1 upraveny formulatf W-9. Strany se dale
dohodly, Ze PPD nepfijima Zadnou
odpovédnost za nespravné udaje ptijemce
platby poskytnuté zdravotnickym
zatizenim.

Faktury: Pivodni, spravné a na polozky
rozepsane faktury zasilejte nasledovné:

PPD US/PPD US

Email Contact: / E-mailovy kontakt: xxxx
In cc: / Do kopie: xxxx

In accordance of the PoA / V souladu s plnou moci Details to Verify / Udaje k ovéteni

PPD Investigator Services LLC, 929 North Front Street, Wilmington, NC 28401, USA
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Invoices: All invoices for Study payments,
as outlined in the budget and payment
schedule, should be submitted to PPD within
90 days following the occurrence of the
applicable expense to ensure reimbursement
for work performed. Invoices submitted for
payment must be correct and include but not
limited to:

- Protocol Number

- Institution Name

- PI Name

- Site Invoice Number (if applicable)

- Itemized detail of costs

- Date of Invoice submission

Enrollment: Institution acknowledges that
this is a Study designed to evaluate a set
number of subjects. Institution will be
expected to apply best efforts for enrollment
as provided for under the Agreement. When
enrollment of the target number of subjects
for the entire Study is complete, Institution
will be notified and instructed not to continue
enrolling subjects.

The Study shall be payable as follows:

Cost per Subject: Institution will be
reimbursed in accordance of the budget
below, less ten percent (10%) withholding [if
wo does not apply or is negotiated out,
remove withholding from this section and
final payment section]. Withholding will
apply only to the Cost per Subject unless
otherwise specified. Payments will be made
on a quarterly basis in CZK and will be
based on data entered in subject electronic
case report forms (eCRF’s).

Screen Failures: The Institution will be paid
for one (1) Screen Failure (as defined below)
for every two (2) subject(s) who is/are

Faktury: Vsechny faktury za uhrady ve studii,
Jak jsou uvedeny v rozpoctu a rozpisu plateb,
Je tieba predlozit PPD do 90 dni po datu
vzniku pfislusného vydaje, aby bylo zajisténo
proplaceni provedenych praci. Faktury
pfedloZené k Uthradé musi byt spravné a mimo
Jiné musi obsahovat:

- Cislo protokolu

- Nazev zdravotnického zafizeni

- Jméno hlavniho zkousejiciho

- Cislo faktury pracovisté (dle potieby)

- Naklady rozepsané na jednotlivé
polozky

- Datum ptedloZeni faktury

Zarazeni do studie: Zdravotnické zarizeni
potvrzuje, Ze se jedna o studii navrZzenou k
hodnoceni stanoveného poctu subjekth
hodnoceni. Od zdravotnického zatizeni se
oc¢ekava, Ze vynalozi maximalni usili o
zafazeni, jak je uvedeno ve smlouvé. Po
dokonceni zafazovani cilového poctu subjekti
hodnoceni do cel¢ studie bude zdravotnické
zatizeni uvédomeno a dostane pokyn, aby dale
nepokracovalo se zafazovanim subjektl
hodnoceni.

Uhrady ve studii budou probihat
nasledovné:

Naklady na subjekt hodnoceni:
Zdravotnické zafizeni bude dostdvat uhrady
podle rozpoctu nize. Tyto ¢astky budou
poniZené o deset procent (10 %) zadrzného
[pokud se neuplatiiuje nebo nebylo sjednéno,
odstrarite z tohoto bodu a bodu o zavérecné
platbé text o zadrzném|. Zadrzné se vztahuje
pouze na naklady na subjekt hodnoceni, pokud
neni uvedeno jinak. Platby budou
poukazovany ctvrtletné v K¢ a podkladem
budou udaje zadané do elektronickych
formularh pripadu (eCRF) subjektu
hodnoceni.
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randomized. Institution will be reimbursed a
per procedure basis in accordance with the
rates set forth in the Budget for a maximum of
three (3) screen failures. For purposes of this
Agreement, a Screen Failure shall mean any
subject, who initially appears to meet the
criteria for pre-screening, signs the informed
consent form, completes some or all of the
pre-screening and/or screening visit but does
not randomize into the Study. Payment for
Screen Failures will be payable to Institution
based upon the receipt of correct and itemized
INvoIices.

Study Start-up Fee: A one-time non-
refundable payment of CZK XXX (exclusive
of OH) for Study start-up activities will be
payable to the Institution after full execution
of the Agreement., Payment will be payable
to Institution based upon the receipt of correct
and itemized invoices.

EC/RA FeesEC/RA fees will be reimbursed
directly to the EC/RA by PPD.

Record Storage and Archiving: A one-time
record storage and archiving fee of CZK XXX
(exclusive of OH) per 15 years according to
the valid legal regulation will be paid to the
Institution for purposes of compliance with
this Agreement. Institution will be paid this
fee after completion of the Study at site.

Patient Travel Reimbursement. Payment
will be handled by a third party vendor to
paid at the rate set forth in the ICF , 1.e. XXX
CZK per study visit paid in meal vouchers.”

Pharmacy Start-up Fee: A one-time non-
refundable payment amount set forth in the
budget for pharmacy start-up activities will be

NeuspéSny screening: Zdravotnickému
zatizeni bude proplacen jeden (1) neuspé€sny
screening (viz definice niZe) za kazdé dva (2)
subjekty hodnoceni, které jsou/byly
randomizovany. Zdravotnické zarizeni obdrzi
uhradu na zaklad¢ jednotlivych postupti v
souladu se sazbami uvedenymi v rozpoctu
nejvyse pro tfi (3) neuspésné screeningy. Pro
ucely této smlouvy znamena neldspésny
screening jakykoli subjekt hodnoceni, u né¢hoz
se zpocatku zda, Ze spliiuje kritéria screeningu,
podepise formulat informovaného souhlasu,
dokonci n€které nebo vSechny
pfedscreningoveé a/nebo screeningové
navstévy, ale nebude randomizovan do studie.
Platba za netispésny screening bude
zdravotnickému zatizeni splatnd na zaklade
pfijeti spravné a na polozky rozepsané faktury.

Poplatek za zahdjeni studie: Jednorazova
nevratna thrada ve vys$i XXX K¢ (s vyjimkou
reZijnich nakladi) za cCinnosti pfi zahdjeni
studie bude proplacena zdravotnickému
zafizeni po kompletnim uzavieni smlouvy.
Platba zdravotnickému zafizeni probéhne na
zakladé prijeti spravné a na poloZky rozepsané
faktury.

EC/RA Fees / Poplatky EK Poplatky EK
budou proplaceny EK pfimo PPD.

Uchovani a archivace zaznamu:
Jednorazovy poplatek za uchovani a archivaci
zaznami ve vySi XXX K¢ (s vyjimkou
reZijnich naklad®) za 15 let v souladu s
platnymi pravnimi pfedpisy bude
zdravotnickému zatizeni proplacen pro Ucely
dodrZeni této smlouvy. Zdravotnickému
zatizeni bude tento poplatek uhrazen po
dokonceni studie na pracovisti.
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payable to the Institution after full execution
of the Agreement. , Payment for such
pharmacy fees will be payable upon PPD’s
receipt of correct and itemized invoice from
Institution.

Pharmacy Fees: Pharmacy fees are those
costs incurred by the Institution for purposes
of storing and distributing Study Drug. A
maximum amount set forth in the budget will
be paid for pharmacy fees. Payment for such
pharmacy fees will be payable upon PPD’s
receipt of correct and itemized invoice from
Institution.

Unscheduled Visits: An Unscheduled Visit
means a subject visit which is not expressly
set forth in the Protocol, but is otherwise
required for the Study. Unscheduled Visits
will be reimbursed on a per procedure basis in
accordance with the rates set forth in Budget
and table below. In the event a medically
necessary procedure is not included in the
Budget, Institution must receive prior written
approval before procedure is performed.
Amount of compensation for a procedure not
included in Budget will be approved at the
time written approval is provided.

Standard of Care: Standard of Care (SOC)
assumptions include any medically necessary
treatments, procedures or tests that would be
expected to be performed even if the subject
were not participating in the Study.
Treatments, procedures or tests identified
within the budget as SOC are to be paid by
third party payee unless denied by such
payee. Institution/Investigator will ensure all
SOC denials are acceptable prior to
submitting an invoice for reimbursement
from PPD.

VAT and other Taxes: PPD will pay VAT
in addition to the payments as required by

Nahrada cestovnich vydaji pacientim:
Uhrady budou realizovany tfeti stranou za
sazbu uvedenou v informovaném souhlasu, tj.
XXX- K¢ za studijni visitu placenou ve
stravenkach.

Aktivacni poplatek pro lékarnu:
Zdravotnickému zatizeni bude vyplacena
Jednorazova nevratna platba ve vysi uvedené v
rozpoctu za €innosti souvisejici s aktivaci
lékarny, a to po kompletnim uzavieni
smlouvy. Platba za tyto poplatky Iékarné bude
realizovana na zakladé pfijeti spravné a na
poloZky rozepsané faktury PPD od
zdravotnického zatizeni.

Poplatky lékarné: Poplatky lékarné jsou
naklady, které vzniknou zdravotnickému
zatizeni pro Ucely uchovavani a distribuce
hodnoceného ptipravku. Za poplatky 1€ékarné
bude vyplacena nejvyssi ¢astka uvedend v
rozpoCtu. Platba za tyto poplatky lékarné bude
realizovana na zakladé pfijeti spravné a na
poloZky rozepsané faktury PPD od
zdravotnického zatizeni.

Neplanované navstévy: Neplanovana
navstéva predstavuje navstévu subjektu
hodnoceni, kterd neni vyslovné uvedena v
protokolu, ale jinak je ve studii nezbytna.
Neplanované navstévy se budou proplacet na
zakladé jednotlivych postupll v souladu se
sazbami uvedenymi v rozpoctu a tabulce niZe.
V ptipadé postupu, ktery je z lékatského
hlediska nezbytny, ale neni uveden v rozpoctu,
musi zdravotnické zatizeni pted provedenim
postupu ziskat pfedchozi pisemny souhlas.
Castka za postup, ktery neni souéasti rozpoétu,
bude schvalena v okamziku poskytnuti
pisemného souhlasu.

Standard péce: Standardni péce (SOC)
predpoklada veskerou ze zdravotniho hlediska
nezbytnou 1€¢bu, postupy ¢i vySetfeni, které
by zifejmé byly provedeny, 1 kdyby se subjekt
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national laws. Where a VAT invoice 1s
required, payments will only be made once
PPD has received the valid VAT invoice. In
situations where VAT is not applicable, an
invoice will still be required before any
payment is made under this Agreement.

Final Payment: The final payment to
include the ten percent (10 %) withholding
will be payable upon completion of the
close-out visit and upon receipt of the
following: (1) all Study documentation, (i1)
the accountability of all unused Study Drug,
(111) all completed and correct
eCRFs/queries, (iv) completion of database
lock and (v) any clarification requests made
by PPD or Sponsor regarding Study data or
records. Final invoices must be submitted to
PPD within 60 days of Institution’s Study
close-out visit. Invoices received after this
time may not be reimbursed. Final payment
will be processed after final reconciliation is
performed and will include withholding
and/or any outstanding payment to
Institution. If site has no outstanding
payment no additional payments shall be
made.

hodnoceni neucastnil studie. Lécby, postupy
nebo vySetieni, které jsou v rozpoctu oznacené
jako SOC, budou hrazeny prijemcem platby
tteti strany, pokud to nebude timto ptijemcem
platby odepteno. Zdravotnické zatizeni /
zkousejici zajisti, aby veskeré odepreni SOC
bylo piijatelné pred odeslanim faktury k
uhradé od PPD.

DPH a dalSi dané: PPD uhradi DPH spolu s
dal8imi platbami vyzadovanymi narodnimi
predpisy. Pokud se vyzaduje faktura s DPH,
platby budou realizovany az poté, co PPD
obdrzZi platnou fakturu s DPH. Pokud se DPH
nevztahuje, 1 tak bude nezbytné zaslat fakturu,
neZ bude mozné provést thradu podle této
smlouvy.

Zavérecna platba: Zavérecna platba bude
obsahovat deset procent (10 %) zadrZzného a
bude splatna po dokon¢eni zavérecné navstévy
a po prijeti nasledujiciho: (1) veskeré
dokumentace ve studii, (i1) vykazu mnozstvi
veSkerého nepouzitého hodnoceného
ptipravku, (iii) vSech vyplnénych nebo
dokoncenych a spravnych eCRF/dotazu, (iv)
uzamceni databaze a (v) Zadosti o objasnéni ze
strany PPD nebo zadavatele s ohledem na
udaje ze studie nebo zaznamy. Zavérecné
faktury je nutné piedlozit PPD do 60 dni po
zaveéreCné navstéve ve zdravotnickém zarizeni.
Faktury pfijaté po tomto okamziku nemusi byt
proplaceny. Zavérecna platba bude zpracovana
po zavérecném sesouhlaseni a bude obsahovat
zadrZzné a/nebo veskeré neuhrazené platby
zdravotnickému zatizeni. PakliZe pracovisté
nemd Zadnou neuhrazenou platbu, nebude
realizovana Zadna dalsi platba.

No other additional funding requests will be
considered without the prior written consent
of Sponsor or PPD.

Zidné dalsi #ddosti o financovini nebudou
brany v avahu bez predchoziho pisemného
souhlasu zadavatele nebo PPD.
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Visit Total
Frequency/Frekvenc Cost
e vizit including
Overhea
Cost per visit d/
excluding Overhead Naklady
(K¢€) / Naklady na celkem
Standard Arm Visits / navstévu véetné vietné
NavStévy ve standardnim rezijnich naklada rezijnich
rameni (K¢) nakladu
Screening Visit 1 -Clinic/ / 1
1. nav$téva — screeningova — XXX XXX
klinika
Baseline Visit 2- Clinic / 2. XXX 1 XXX
navs$téva — vychozi — klinika
Visit 3.0-3.7/3.0-3.7 8 XXX
navstéva XXX
Visit 4-Clinic / 4. navstéva XXX 1 XXX
— klinika
Visit 4.1-4.8/ 4.1-4.8. 8 XXX
navstéva XXX
Visit 5-clinic/ 5. navstéva — 1 XXX
klinika XXX
Visit 5.1-5.8/5.1-5.8. XXX 8 XXX
navstéva
Visit 6- Clinic/ 6. navstéva 1 XXX
— klinika XXX
Visit 7 - Clinic/ 7. navstéva XXX 1 XXX
— klinika
Visit 7 — Phone **( not 1
included in overall/ patient
request only) / 7. nav§téva —
telefonicky** (neni zahrnuta v
celkovych / pouze na Zadost XXX XXX
pacienta)
Visit 8 -Clinic/ 8. navstéva XXX 1 XXX
— klinika
Visit 8 — Phone **( not 1
included in overall/ patient
request only) / 8. navstéva —
telefonicky** (neni zahrnuta v
celkovych / pouze na Zadost XXX XXX
pacienta)
Visit 9- Clinic/ 9. navstéva XXX 1 XXX
— klinika
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Protocol No: LPS17008
Country: Czech Republic

Pl Name: XXX
Visit 10- Phone Follow up / 1
10. navstéva — kontrolni XXX XXX
telefonicka
Total per Study Subject Including OH/ Celkem za XXX

subjekt hodnoceni véetné rezijnich nakladu

Unscheduled Visit / Neplanovand navstéva

Selected

Cost Including OH (if applicable) /
Vybrané niklady véetné rezijnich
nakladu (je-li to relevantni)

CLINIC/KLINIK | PHONE/TELEFO

Name/Oznaceni A N

IMP adherence assessment / Posouzeni dodrZzovani XXX

lécby HLP XXX

Physician's Fees without Exam Costs (including IMP XXX

dose adjustments) / Poplatky lékafi bez ndkladi na

vySetfeni (vCetné Upravy davky HLP) XXX

XXX

Dispense IMP / Vydani HLP XXX

Cumulative Cost Per Patient / Kumulativni XXX

naklady na pacienta XXX
Selected
Cost
Including
OH (if
applicable) /
Vybrané
naklady
vietné
reZzijnich (je-
li to

Name/Oznadeni relevantni)

Informed consent / Informovany souhlas XXX

Inclusion and exclusion criteria / kritéria pro zafazeni a vyrazeni XXX

Initial Physical examination, including Demography (including height),

Medical/Surgical history, Current medications, Vital signs (including weight)

/ Vstupni fyzikalni vySetfeni, v€etn¢ demografie (v¢etné€ vysky), anamnéza,

soucasné uzivané léky, Zivotni funkce (v&etné hmotnosti) XXX
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Pl Name: XXX

Participant eDiary set-up / nastaveni elektronického deniku ucastnika XXX

Review for Participant eDiary, including 7-point SMPG profile and Fasting
SMPG data / Kontrola a ptehled elektronického deniku ucastnika, v¢etné
7bodového prfilu SMPG a udaji SMPG nala¢no XXX

Glucometer (dispense and instructions) / Glukometr (davkovani a navod) XXX

Central Lab Sampling, including HbAlc¢, FPG, Calcitonin, Clinical
chemistry, Hematology, Urinalysis / odbéry pro centralni laboratof, v€etné
HbAlc, FPC, kalcitoninu, klinické chemie, hematologie, analyzy moci XXX

Handling and/or Conveyance of Specimen (Simple Prep & Shipping) for
Transfer from the Office to a Laboratory, Routine / Manipulace se vzorkem
a/nebo jeho preprava (jednoducha ptiprava a pfeprava) pro pfevoz z

ambulance (kancelafe) do laboratofe, rutina XXX
Hypoglycemic Events / Hypoglykemické piihody XXX
Recording of AEs, SAEs (including AESIs) / Zaznamy AE, SAE (v¢etné

AESI) XXX
Urinalysis/ Analyza moci XXX

Physician's Fees without Exam Costs (including IMP dose adjustments) /
Poplatky lékari bez ndkladii na vySetteni (vCetné Upravy davky HLP) XXX

Study Coordinator Fee Per Visit / Poplatek za studijniho koordinatora za
navstévu XXX

Site Level Other Direct Cost/
Dalsi piimé ndklady na urovni pracovisté

Selected Cost (without

OH) / Vybrané naklady
Name/Oznaceni (bez reZijnich nakladu)
Archiving/Document storage/per site / Archivace / uchovani
dokumenttl / na pracovisté XXX
Pharmacy set-up fee / Vstupni poplatek 1¢karné XXX
Site Start-up Costs / Zahajovaci ndklady pracovisté XXX

Receipt of [P and dispensing IP to the Investigator (check
documentation, [VRS contact, pharmacy storage) — flat rate/ per
month / piijem 1éCiva a vydej 1é¢iva Zkousejicimu (kontrola
dokumentace, IVRS kontakt, skladovani v 1ékarn¢) — pausal za
mésic XXX
Storage of IP in the pharmacy at a lower temperature (2 — 8 °C)/
per month/ Skladovani v 1ékarné pti nizsi teploté (2 — 8 °C)/za

mésic XXX
Audit of GPP compliance in the site/ 1 visit/ Audit — dodrZzovani
GPP na studijnim pracovisti XXX
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Destruction of unused I[P by a contracted partner by volume/
Likvidace nevyuZitého léciva smluvnim partnerem dle objemu

Re-invoicing of disposal
costs above 2kg of unused
IP / prefakturace nakladi
na likvidaci nad 2kg
nevyuZitého 1é¢iva

Invoiceables / Fakturovatelné poloZky

Name/Oznaéeni

Selected Cost Including
OH (if applicable) /
Vybrané niklady véetné
rezijnich nakladua (je-li
to relevantni)

Review for Fasting SMPG data; additional glucose measurements
can be done at the investigator’s discretion / Kontrola dat o
la¢néni SMPG; dal$i méteni glukozy 1ze provést dle rozhodnuti
zkousSejiciho lékare

XXX

Pregnancy Test - Urine Pregnancy Test; Only for women of
childbearing potential / T€hotensky test — T€hotensky test z moci;
pouze pro Zeny schopné oté¢hotnét

XXX

Monitoring Fee, Per Visit / Monitorovaci poplatek, za navstévu

XXX

COVID-19 DNA/RNA / COVID-19 DNA/RNA

XXX

Dispense IMP; another dispensation may occur at Visit 7 and/or
Visit 8 at the site (or with a planned DTP shipment of IMP to the
participant’s home in case of phone contact) / Vydej HLP; dalsi
vydej mliZze probéhnout pii 7. a/nebo 8. ndvstéve pracovisté (nebo
pii planované piepravé DTP HLP ucastnikovi doma v ptipadé
telefonického kontaktu)

XXX
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