AMENDMENT No. 2

to
Clinical Study Agreement
dated 06-Apr-2016

between

TFS Trial Form Support, s.r.o., with registered office
at Klimentskd 1216/46, 110 02 Praha 1, Czech
Republic, ID: 27876756, VAT: (CZ27876756,
hereinafter “TFS”, on behalf of Sponsor GE
Healthcare Limited, Amersham Place, Little Chalfont,
HP7 9NA, Great Britain, hereinafter “Sponsor”, on
basis of an agreement.

TFS is represented by Mr. Pieter van der Meer,
Director Finance, TFS West & East Europe.

and

Fakultni nemocnice Plzen, with registered office
Edvarda BeneSe 1128/13, Post Code 305 99 Plzen-
Jizni pfedmésti, Czech Republic, ID: 006 69 806; VAT:
CZ00669806, represented by MUDr. Vaclav Simanek
Ph.D., Director hereinafter “Provider”

and

I cardiology, Fakuitni

nemocnice Plzen, alej Svobody 80, 304 60 Plzen-
Lochotin, Czech Republic,hereinafter “ Investigator”

On 2016 (the "Effective Date")

1. Background

1.1. TFS Trial Form Support s.r.o. ("TFS"), Provider
and Investigator entered into a Clinical Study
Agreement on 06-Apr-2016 (the "Agreement”),
which the Parties desire to amend to the extent
set out in Section 2 below. TFS and Investigator
shall be collectively referred to as the “Parties”
and individually as a “Party” for the purpose of

DODATEK ¢. 2

ke
smlouvé o provedeni klinické studie
ze dne 6. dubna 2016

mezi

TFS Trial Form Support, s.r.o., se sidlem na adrese
Klimentskd 1216/46, 110 02 Praha 1, Ceska republika,
ICO: 27876756, DIC: Cz27876756, dale jen ,TFS“
v zastoupeni zadavatele GE Healthcare Limited,
Amersham Place, Little Chalfont, HP7 9NA, Velka
Britanie (dale jen ,,zadavatel”)

TFS je zastoupena panem Pieterem van der Meer,
finan¢nim feditelem, TFS West & East Europe.

Fakultni nemocnice Plzen, se sidlem Edvarda Benese
1128/13, PSC 305 99 Plzen-Jizni predmésti, Ceska

republika, 1CO: 006 69806; DIC: CZ00669806,
zastoupenou MUDr. Vaclavem Simankem, Ph.D.,
feditelem dale jen , poskytovatel”

a

B ooz, Fakultni

nemocnice Plzen, alej Svobody 80, 304 60 Plzen-Lochotin,
Ceska republika, déle , zkousejici”

Dne 2016 (dale jako ,,datum ucinnosti“)

1. Predpoklady
1.1. TFS Trial Form Support s.r.o. (dale jako ,spolecnost
TFS“), poskytovatel a zkousejici uzavreli smlouvu o
provedeni klinické studie dne 6. dubna 2016 (dale
jako ,smlouva®), kterou si smluvni strany preji
doplnit v rozsahu uvedeném v ¢lanku 2 nize.
Spolec¢nost TFS a zkousejici budou pro ucely tohoto
dodatku spolecné oznacovani jako smluvni strany a
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1.2.

this Amendment.

Therefore, the Parties agree to enter into this
Amendment No.2 to the Agreement (the
"Amendment”), which is intended as an integral
part of the Agreement, and the contents hereof
have been discussed and understood by the
Parties as part of their understanding.
Capitalised terms in this Amendment shall bear
the same meaning as they do in the Agreement,
unless otherwise indicated herein.

Amendments to the Agreement

The parties hereby agree to amend the terms of the
Agreement as of the Effective Date, as provided
below:

2.1.

2.2,

Section 3 is hereby amended to include the
additional following wording:

“3.6. Pre-Screening

The Provider, the Investigator and/or
employees from the Provider agree to
undertake a detailed review of the Provider’s
records (both paper based and electronic), as
instructed by TFS, to ascertain and analyse:

i) patients who may satisfy the Protocol
patient inclusion and exclusion criteria,

ii) the number of patients available for Study
participation,

i)

the anticipated patient consent rate

(hereinafter referred to as

Activities”).

“Pre-Screening

The Provider, the Investigator and/or
employees from the Provider agree to complete
and submit to TFS / SPONSOR a pre-screening
log verifying the review results and analyses
undertaken for the Pre-Screening Activities.”

Exhibit A is hereby amended to include the
additional following line item:

“TFS on behalf of the Sponsor agrees to
reimburse the Provider and the Investigator for
Pre-Screening Activities and completion of the

1.2.

2.

jednotlivé jako smluvni strana.

Smluvni strany proto souhlasi s uzavienim tohoto
dodatku ¢. 2 ke smlouvé (dale jako ,dodatek”),
ktery bude povaZovan za nedilnou soucast smlouvy
a jehoz obsah spolu smluvni strany v ramci
vzdjemné dohody prodiskutovaly a rozumi mu.
Vyrazy psané velkymi pismeny maji v tomto
dodatku stejny vyznam, jako je tomu ve Smlouvé,
neni-li vtomto dokumentu uvedeno jinak.

Dodatky ke smlouvé

Smluvni strany se timto dohodly, Ze doplni podminky
smlouvy k datu ucinnosti tak, jak je uvedeno nize:

2.1.

2.2.

Clanek 3 bude doplnén tak,
nasledujici formulaci:

aby obsahoval

“3.6. Predvybér (Pre-Screening)

Poskytovatel, zkousejici a/nebo  zaméstnanci
poskytovatele souhlasi, Ze provedou podrobnou
kontrolu zaznam( poskytovatele (papirovych i
elektronickych) podle pokynd spole¢nosti TFS, aby
zjistili a analyzovali nasledujici Gdaje:

i) pacienty, ktefi mohou spliovat naroky
protokolu na zarazeni a vylouceni pacientd,

ii) pocet dostupnych pacientd k Gcasti ve studii,
iii) predpokladané procento pacientll, ktefi udéli
souhlas

(dale oznacovano jako , predvybérové ¢innosti“).

Poskytovatel, zkousejici a/nebo zaméstnanci
poskytovatele souhlasi, Ze wvyplni a odevzdaji
spolecnosti TFS/SPONZOROVI protokol o
predvybéru s ovérenymi vysledky a rozbory

provedenymi v ramci predvybérovych ¢innosti.”

Ptiloha A bude timto doplnéna tak, aby obsahovala
nasledujici formulaci:

“Spolec¢nost TFS jménem sponzora souhlasi, Ze
poskytovateli a zkousejicimu uhradi vydaje spojené
s predvybérovymi ¢innostmi a vyplnénim protokolu

Y - - 2 of 4




pre-screening log.

- shall be payable to the Provider per
working hour, not to exceed a maximum of six

(6) working hours. Payments for Pre-Screening
Activities shall be reviewed by TFS / SPONSOR
on an on-going basis and shall not exceed
- for the duration of this Agreement.”

3. Miscellaneous and Remainability

3.1. This Amendment amends the terms and
conditions of the Agreement with effect as of
the Effective Date.

3.2. Except as expressly provided in Sections 2.1 and

2.2 this Amendment and the terms, conditions
and Exhibits of the Agreement as originally
drafted shall remain in full force and effect. The
Agreement and this Amendment constitute the
entire agreement between the Parties and
supersede all other agreements and
understandings.

In witness whereof, the Parties hereto have caused

this Amendment to be executed in triplicate by their
duly authorized officers on the dates shown below.

Place:

3.1.

3.2.

o predvybéru.

Poskytovateli bude za kaZzdou odpracovanou hodinu
vyplacena ¢éstka -, maximalné vSak za Sest
(6) odpracovanych hodin. Platby za predvybérové
¢innosti bude spolecnost TSF/SPONZOR pribézné
kontrolovat a jejich vySe za dobu trvani této
smlouvy neprekroci "

Rlizna ustanoveni a zachovani platnosti

Tento dodatek dopliuje podminky smlouvy s
Ucinnosti k datu ucinnosti.

Vyjma formulaci vyslovné uvedenych v odstavci 2.1
a 2.2. tohoto dodatku zUstavaji podminky a pfilohy
smlouvy pIné platné a ucinné tak, jak byly pivodné
sepsany. Smlouva a tento dodatek tvofi Uplnou
dohodu mezi smluvnimi stranami a nahrazuji
veskeré ostatni smlouvy a dohody.

Na ddkaz toho smluvni strany tento dodatek podepsaly

ve trojim provedeni

prostfednictvim svych tadné

povérenych zastupcl k datlim uvedenym nize.

V:

Date:

For and on behalf of TFS Trial Form Support, s.r.o.:

Datum:

Jménem spolecnosti TFS Trial Form Support, s.r.o.:

Place:

Date:

For and behalf of Provider:

V:

I

Datum:

Jménem poskytovatele:

MUDr. Vaclav Simanek Ph.D.
Director

Place:

MUDr. Vaclav Simanek Ph.D.
Reditel
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Date:

For and behalf of Investigator:

Datum:

Jménem zkousejiciho:
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