AMENDMENT NO. 1

POST-MARKETING CLINICAL FOLLOW UP
AGREEMENT

between Carl Zeiss Meditec AG, Max-Dohrn-Strafle 8-10,
10589 Berlin, Germany (hereinafter referred
“SPONSOR”),

to as

represented by

GCP-Service International Ltd. & Co. KG, Anne-Conway-
StraRe 2, 28359 Bremen, Germany (hereinafter referred
to as "CRO");

AND

Ustiedni vojenskd nemocnice — Vojenska fakultni
nemocnice Praha, U Vojenské nemocnice 1200, 169 02
Praha 6, Czech Republic, represented by prof. MUDr.
Miroslav Zavoral, Ph.D., director (hereinafter referred to

as “HEALTHCARE FACILITY");

SPONSOR and HEALTHCARE FACILITY also referred to as

“Party” or collectively as “Parties”.

SPONSOR, CRO and HEALTHCARE FACILITY entered into a

Clinical Trial Agreement regarding the clinical trial AT
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DODATEK C. 1

SMLOUVA O POST-MARKETINGOVEM
KLINICKEM SLEDOVANI

mezi spolecnosti Carl Zeiss Meditec AG, Max-Dohrn-
Stralle 8-10, 10589 Berlin, Némecko (dale nazyvana jen
jako , ZADAVATEL"),

Zastoupenad

GCP-Service International Ltd. & Co. KG), Anne-Conway-
Strale 2, 28359 Bremen, Némecko (dale nazyvédna jen
jako ,,CRO");

Ustfedni vojenska nemocnice — Vojenska fakultni ne-
mocnice Praha, U Vojenské nemocnice 1200, 169 02
Praha 6, Ceskd republika, zastoupend prof. MUDr. Miro-
slavem Zavoralem, Ph.D., feditelem (ddle nazyvdna jen
jako ,ZDRAVOTNICKE ZARIZENI“);

ZADAVATEL a ZDRAVOTNICKE ZARIZENI jsou jednotlivé

nazyvani také jako ,Strana” nebo spalecné jako ,Strany”.

ZADAVATEL, CRO a ZDRAVOTNICKE ZARIZEN[ uzavreli

smlouvu o provedeni klinického sledovani AT ELANA
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ELANA 841P-BER-401-22 entitled A prospective, non-
comparative, multicenter trial to confirm safety and
performance of a new multifocal IOL - “HECATE EU
PMCF” (hereinafter referred to as the “Agreement”).

SPONSCR, CRO and HEALTHCARE FACILITY would like to
adapt the Agreement with regard to the Phase 3 (Follow-
with the

additional

in accordance Clinical
Plan)

postoperative study visit Month 12 and insert the

up examinations

Investigation and  implement

compensation for the additional study visit.

SPONSOR, CRO and HEALTHCARE FACILITY agree as

follows:

1. The current wording of Attachment 2. Clinical
investigation plan.
General trial data - Version, Date:
CIP Version 1.0, dated 02/06/2022

Is hereby amended by replacing the CIP version and date

and inserting the following in lieu thereof:

General trial data - Version, Date:
CIP Version 2.0, dated 01/11/2023

The current wording of Attachment 4. Compensation

g

Plan, A. Follow-up fees, section (2).

The HEALTHCARE FACILITY shall receive a remu-

neration of

et as case flat rate

HECATE EU_CZ04_CTA_Amendment 1_09-01-2024

841P-BER-401-22

nekomparativni multicentrické hodnoceni provadéné

s nazvem Prospektivni,
za ucelem potvrzeni bezpecnosti a funkénosti nové
multifokalni nitrooc¢ni cocky — “HECATE EU PMCF” (dale

jen “Smlouva”).

ZADAVATEL, CRO a ZDRAVOTNICKE ZARIZENI by radi
upravili tuto Smlouvu pokud jde o Fazi 3 (Ndslednd
vysetfeni v souladu s Planem klinické zkousky), a to
pfidanim dodateéné studijni navitévy 12 mésicl po
operaci vietné doplnéni kompenzace za provedeni této

dodatelné studijni navitévy.
ZADAVATEL, CRO a ZDRAVOTNICKE ZARIZEN( souhlasi

5 nasledujicim:

1. Soucasné znéni Prilohy 2 Planu klinické zkousky.
Obecné Udaje ke studii - Verze, Datum:
CIP Version 1.0, dated 02/06/2022

je timto upraveno nahrazenim CIP verze a data a
doplnénim do niZe uvedeného:
Obecné Udaje ke studii - Verze, Datum:

CIP Version 2.0, dated 01/11/2023

2. Soutasné znéni Pfilohy 4 Pldn ndhrad, A.

Paplatky za provedeni sledovani, ¢ast (2).

ZDRAVOTNICKE ZARIZENI obdrii odménu ve wysi
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for each patient who completed the study in
compliance with the study protocol and fully ex-
ecuted contract. This compensation paid by
SPONSOR to Institution in consideration of the
activities performed by the CLINICAL INVESTIGA-

TOR pursuant to this agreement is as follows:

¢ Inthe Preoperative Visit:

the First Eye and

for the Second Eye per Sub-

ject Enrolled;

e Inthe Operative Visit:

for the first eye,
and for the Second

Eye per Subject Enrolled;

e In Postoperative Visit Day 1:

for the First Eye, and-

for the Second Eye per

Subject Enrolled;

¢ In Postoperative Visit Week 1:

Subject Enrolled;

HECATE EU_CZ04_CTA_Amendment 1_09-01-2024

-netto jako pausalni sazbu za kaidého paci-
enta, ktery dokondéil studii v souladu s Planem Kkli-
nické zkousky a Smlouvou. Nahrada placena ZADA-
VATELEM instituci za tinnosti provadéné ZKOUSEJI-

CIM v souladu s touto Smlouvou, je nasledujici:

e Pfedoperacni navitéva:

prvni oko a

-za druhé oko, u zafazeného subjektu;

e Operacni navitéva:

za prvni oko, a-

zadruhé oko, u zaraze-

neho subjektu

e  Pooperacni navitéva Den 1:

za prvni oko a.

za druhé cko, u za

fazenéhao subjektu;

e Pooperacni navitéva Tyden 1:

Fazeného subjektu;
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e In Postoperative Visit Month 1:

-for the Second Eye per Subject Enrolleg;

¢ In Postoperative Visit Month 3:

the First Eye and

-for the Second Eye, per Subject En-

rolled:

e |n Postoperative Visit Month 4-6:

the First Eye and

-for the Second Eye, per Subject En-

rolled;

i.e. the total compensation per Enrolled Subject

Any applicable value-added tax will be changed

in additional if applicable.

Anticipated enrolment from this Investigator is up to 15
treated subjects. Thus, a total maximum compensation of
29,730 EUR is available based upon study enroclment and

completion of study examinations per protocol.

HECATE EU_CZ04_CTA_Amendment 1_09-01-2024

e Pooperaéni ndvstéva Mésic 1:

za prvni

druhé oko, u zarazeného subjektu;

e Pooperacni navstéva Mésic 3:

prvnioko a

-za druhé oko, u zafazeného subjektu.

e Poaperacni navstéva Mésic 4-6:

prvni oko &

-za druhé oko, u zafazeného subjektu.

tzn. celkova néhrada za zafazeny subjekt

Pfipadna dan z pfidané hodnoty bude ucto-

véna zvlast.

Predpoklada se zarazeni az 15 |éCenych subjektd
jednim zkousejicim. V zavislosti na poctu zaraze-
nych subjektt a dokonceni studijnich vySetfeni
dle Planu klinického sledovani tedy ¢&ini maxi-

malni ndhrada 29,730 EUR.
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The SPONSOR undertakes to reimburse travel expenses ZADAVATEL se zavazuje uhradit cestavni vydaje

of the Enrolled Subjects (with a flat rate -per pa- zatazenych subjekti paugaini Eéstkou-

tient per each personal study visit). The HEALTHCARE FA- . ’ . o s
za pacienta za kaidou osobné uskute¢nénou na-

CILITY will ensure the confirmation of each paid reim

_ o vitévu. ZDRAVOTNICKE ZARIZENI si necha od
bursement by the patient’s wet ink signature on the spe- HESRE

CiﬁC form of the HEALTHCARE FACILITY. C.Ub:(?'ktu hodnoceni kazdou vyplacennu thradu
cestovnich vydajl stvrdit vlastnoruénim podpi-

sem na prisluiny formular UVN.

is hereby amended by adding the amount of the se timto nahrazuje pfidanim Castky za dodatecné
payment for Postoperative Visit Month 12 and inserting provedenou Pooperacni navstévu Mésic 12 a

the following in lieu thereof: doplnénim nize uvedeného textu:

ZDRAVOTNICKE ZARIZENI obdrii odménu ve vysi

The HEALTHCARE FACILITY shall receive a remuneration

nebo

pokud bude provadéno méreni kontrastnf senziti-

including contrast sensitivity at

vity na Poaperaéni navitévé Mésic 12 jako pausalni
Postoperative Visit Month 12 net as case flat rate for each

sazbu za kaidého pacienta, ktery dokondil studii v
patient who completed the study in compliance with the

souladu s Planem klinické zkousky a Smlouvou. N2-
Clinical investigation plan and the Agreement. The com-

hrada placend ZADAVATELEM instituci za ¢innosti
pensation paid by SPONSOR to Institution in considera .

provadéné ZKOUSEJICIM v souladu s touto
tion of the activities performed by the CLINICAL INVESTI-

Smlouvou, je nasledujici:
GATOR pursuant to this agreement is as follows:

¢ In the Preoperative Visit: e Predoperaéni navitéva:

_for

the First Eye and

prvni aka a

-za druhé oko, u zafazeného subjektu;

for the Second Eye per Sub

ject Enrolled;

H=CATE EU_CZ04_CTA_Amendment 1_09-01-2024
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e Inthe Operative Visit:

Eye per Subject Enrolled;

+ In Postoperative Visit Day 1:

for the First Eye,-

for the Second Eye per

Subject Enrolled;

e |n Postoperative Visit Week 1:

Subject Enrolled;

s [n Postoperative Visit Month 1:

-fo* the Second Eye per Subject Enrolled;

e In Postoperative Visit Month 3:

the First Eye and

-T’or the Second Eye, per Subject En

rolled;

s In Postoperative Visit Month 4-6:

the First Eye and

HECATE EU_CZ04_CTA_Amendment 1_09-01 2024

e  Operacni navstéva:

ného subjektu

¢  Pooperacni ndvitéva Den 1:

razeného subjektu;

¢ Pooperaéni ndvitéva Tyden 1:

fazenéha subjektu;

¢ Pooperacni navstéva Mésic 1:

druhé oko, u zafazeného subjektu;

s  Pooperacni navitéva Mésic 3:

prvni oko a

-za druhé oko, u zafazeného subjektu.

e Pooperacni navitéva Mésic 4-6:

prvni oko a

-?a druhé oko, u zafazeného subjektu.
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-for the Second Eye, per Subject En-

rolled;

¢ Postoperative Visit Month 12:

for the First Eye and

_for the Second Eye, per Sub-

ject Enrolled; in case contrast sensitivity meas-

urement is required accerding to CIP version 2.0:

the Second Eye, per Subject Enrolled;

i.e. the total compensation per Enrolled Subject

will not exceed

including

contrast sensitivity measurement at Postopera-

tive Visit Month 12 and

contrast sensitivity measurement at Postopera-

tive Visit 12 is not required per CIP Version 2.0

dated 01/11/2023.

Any applicable value-added tax will be charged in
addition if applicable.

One investigator is anticipated to enrol up to 15 treated
subjects. Depending on the number of the subjects
enrolled and the compensation of study examination
according to the Clinical Investigation Plan, the total

maximum compensation is thus of 36,630 EUR.

HECATE EU_CZ04_CTA_Amendment 1_08-0

=

-2024

Pooperaéni navstéva Mésic 12:

-za druhé oko, u zarazeného suhjektu;

v pfipadé, Ze je protokolem CIP, verze 2.0,

poZadovano vysetreni kontrastni senzitivity

pak za prvni
cko a za druhé oko,

u zafazeného subjektu.

tzn. celkova nédhrada za zarazeny subjekt

neprekroci
pokud bude provedenao

méfeni kontrastni senzitivity na Pooperacni

_pokud méfeni kantrastni

senzitivity nebude dle CIP, verze 2.0, dato-

vané 01/11/2023 vyzadovano.

Pfipadna dan z pfidané hodnoty bude ucto-

vana zvIast.

Predpokladd se zarazeni az 15 |é¢enych subjektl
jednim zkousejicim. V zavislosti na poctu zafaze-
nych subjektd a dokondeni studijnich vySetfens
dle Plédnu klinického sledovéni tedy ¢ini maxi-

malni nahrada 36,630 EUR.
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The SPONSOR undertakes to reimburse travel expenses
of the Enrolled Subjects (with a flat rate-per pa-
tient per each personal study visit). The HEALTHCARE FA-
CILITY will ensure the confirmation of each paid reim-
bursement by the patient’s wet ink signature on the spe-

cific form of the HEALTHCARE FACILITY.

3. Duetotheimplementation of the Postoperative Visit
Month 12, the estimation duration is 16 months
from first patient enrolled until the conclusion of the
last study follow-up visit. The expected end of the
study is scheduled for February 2025. In the case that
the expected end of the clinical study is prolonged,

an amendment to this Agreement will be made.

4. Except as explicitly amended by this Amendment,
the Agreement shall remain in full force and effect.
In case of any inconsistency between the Agreement
and this Amendment, the provisions of this

Amendment shall govern and prevail

HECATE £U_CZ04_CTA_Amendment 1_039-01-2024

ZADAVATEL se zavazuje uhradit cestovni vydaje
zafazenych subjekt paugdlni Eéstkou-
za pacienta za kaidou osobné uskutetnénou na-
vitévu. ZDRAVOTNICKE ZARIZEN( si nechd od
subjektu hodnoceni kazdou vyplacenou Uhradu
cestovnich vydajd stvrdit vlastnoruénim podpi-

sem na pifsluény formuldi UVN.

Vzhledem k zarazeni Pooperaéni navitévy Mésic
12 odhadovana doba trvani hodnoceni je 16 mé-
sict od zafazeni prvntho pacienti do posledni
navitévy poslednino pacienta. Predpokladany
konec studie je pldnovan na Unor 2025. V pii-
padé prodlouieni trvani sledovani bude vyhoto-

ven dal3i dodatek.

S vyjimkou zmén zminénych v tomto dodatku,
zlstdva plOvodni Smlouve v plné platnosti a
Uéinnosti. V pfipadé jakéhokaliv rozporu mezi
Smlouvou a timto Dodatkem maji prednost

ustanoveni zminéna v tomto Dodatku.
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Venue and Governing Law

The Parties submit for any and all disputes or
controversies arising out of or relating to this
Agreement to the local and international exclusive
jurisdiction of the courts having local jurisdiction
at the place of the HEALTHCARE FACILITYs

registered office.

This Agreement and the purchase and sale of
Products <hall in all respects be governed hy and
interpreted and construed in accordance with the
law of the Czech Republic without regard to its
provisions on conflicts of law. The United Nations
Convention on Contracts for the International Sale
of Goods (CISG) shall not apply.

The Agreement shall be executed in four (4)
counterparts, of which each shall be valid as an
original and all together shall represent a single
Agreement. The HEALTHCARE FACILITY shall
receive three (3) counterparts of the Agreement.
The SPONSOR shall receive one (1) counterpart of
the Agreement.

This Agreement is executed as bilingual in the
Czech and English languages. In case of a discrep-
ancy between the English and Czech version, the

Czech version shall prevail.

This Agreement is subject to the obligation to be
published in the Contract Register. The
HEALTHCARE FACILITY will fulfill this obligation, no

later than 10 working days from the conclusion of

HECATE EU_CZ04 CTA_Amendment 1_09-01-2024

Misto a rozhodné pravo

Strany se v pfipadé jakychkoli sport nebo neshod
vyplyvajicich z této Smlouvy nebo souvisejicich s
touto Smlouvou podfidi mistni a mezindrodnf
vyluéné jurisdikci soudl, které jsou mistné
pfisluné podle mista sidla ZDRAVOTNICKEHO
ZARIZENI.

Tato Smlouva a nakup a prodej produktd se ve
véech chledech Fidi, vykladaji a jsou chapany v
souladu s pravnimi ustanovenimi Ceské republiky,
bez ohledu na ustanoveni o kclizi préavnich
predpist.  Umluva OSN  osmlouvdch o
mezindrodni koupi zboZi (CISG) se nepouzije.

Dodatek  bude  vyhotoven wve  (tyfech
(4) vyhotovenich, z nichz kazdy bude mit platnost
origindlu a véechny spoleéné budou predstavovat
jedinou smlouvu. ZDRAVOTNICKE ZARIZENT obdrzi
Dodatek ve tfech (3} vyhatovenich. ZADAVATEL

obdrzi Dodatek v jednom (1) vyhotoveni.

Tento Dodatek je vyhotoven jeko dvojjazycny
v ¢eském, tak anglickém jazyce. V pfipadé rozporu
mezi anglickou a teskou verzi, rozhodujici je Ceska

verze textu.

Tento Dodatek podléha povinnosti uvefejnéni
vregistru  smluv. Tuto povinnost  splni
ZDRAVOTNICKE ZARIZENI, 2 to nejpozdéji do 10
pracovnich dnii od uzavieni Dodatku za podminek
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the Agreement under the same conditions as
when the Contract was published.

This Amendment shall be effective as of January
31, 2024.

Capitalized terms not defined herein shall have
the meaning ascribed to them in Agreement.

This Amendment shall be deemed to be fully exe-
cuted when signed by each of the Parties through
original written signzalure and delivered to all Par-

ties.

HECATE EU_CZ04_CTA_Amendment 1_09-01-2024

totoznych, jako bylo provedeno uverejnéni

Smlouvy.
Tento Dodatek nabyva Gcinnosti 31. ledna 2024.

Pajmy psané velkymi pismeny si zachovavaji

vyznam, ktery je jim urc¢en Smlouvou.

Tentc Docdatek bude povaiovan za plné
podepsany po podpisu viech smluvnich stran, a to
vlastnoruénim pisemnym podpisem a doruéenim
podepsaného dodatku viem smluvnim strandm.
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Berlin,

Carl Zeiss Meditec AG

Head o

Affairs

[Date/Datum] - /

Head of Legal/General Counsel

[Date/Datum]

CRO

Chief Interface Officer

[Date/Datum]

23 /of /2 1
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HEALTHCARE  FACILITY /ZDRAVOTNICKE
ZARIZENI
prof. MUDr. Miroslav Zavoral, Ph.D.

Director/Reditel
[Date/Datum)]

VvV ZAsTar e

na'mesre! reditele pro LPP

N
U- 239

I kdyz neni smluvni stranou tohoto Dodatku,
zkoudejici potvrzuje prijeti tohoto Dodatku a pldnu
zkousky a souhlasi splnénim swych dkell a
dodrzovani povinnosti jakoZto hlavniho

zkousejiciho, jak je mu ulcZeno ve Smlouvé.

Despite not being a party hereto, the
INVESTIGATOR confirms the receipt of this
Agreement and the clinical investigation plan and
agrees to fulfil his/her tasks and to observe the
obligations of the principal investigator, as imposed

thereupon by the Agreement.

PRINCIPAL INVESTIGATOR/ HLAVNI
ZKOUSEJ[C

2o 4 [

[Date/Datum| 2. 2. ALY
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