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AMENDMENT TO CLINICAL STUDY AGREEMENT
by and between:

Nemocnice Kyjov Pfispévkova Organizace, having its principal place
of business at StraZovska 1247/22, 697 01 Kyjov, Czech Republic,
here represented by MUDr. Jifi Vyhnalin his quality of Director;

hereinafter only Institution.

and

LIMACORPORATE S.p.A., an Italian joint stock company, with its
principal office and place of business at Villanova di San Daniele del
Friuli (Udine, Italy), 33038, Via Nazionale 52, here represented by Mr.
Massimo Calafiore, in his quality of Chief Executive Officer;

hereinafter only Company.

Whereas:

a) The Institution and the Company (hereinafter only the “Parties”)
entered into a Clinical Study Agreement - executed on the 19" of April
2021 to carry out a research conventionally named “A post-market
study evaluating clinical and radiographic early outcomes of hip
arthroplasty with SL cementless stem.” (hereinafter only “the Study”);

b) The Parties intend te introduce the following amendments to the
Protocol: a review of the inclusion criteria, the possibility to collect
any x-rays taken at the additional FU visit as per Principal
Investigator’s choice, the addition of a few options for pain
medication and the possibility of analyzing ROM measurements
separately from the Harris Hip Score. Furthermore, the parties intend
to amend the financial arrangements in order for the Company to
make certain payments directly to the Principal Investigator,

NOW THEREFORE, the Parties hereto, hereby agree as follows:

1. The Institution and the Company mutually agree to delete Protocol
and to replace it in its entirety with the attached document —
“Protocol 2.0”

2. All other terms and conditions of the Clinical Study Agreement
mentioned in letter a) not otherwise amended, modified or affected
by this amendment shall remain unchanged and shall continue to be
in effect and bind the Parties

3. The present amendment takes effect on the day the contract
amendment is published in the Register of Contracts.

4. The Parties expressly agree that signatures delivered electronically
(by facsimile, email, DocuSign or other means) shall be considered
valid, binding and effective on the Parties for all purposes.

Nadpis: Postmarketingovd studie hodnotici rané klinické
rentgenové wysledky artroplastiky kyCelniho kloubu
necementovym difkem SL CEMENTLESS.
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Datum nebo verze zdvéreéného protokelu: v.2.0 - 13 fijna
2021

DODATEK K DOHODE O KLINICKE STUDII
uzaviené mezi ndsledujicimi stranami

Nemocnice Kyjov, pfispévkova organizace se sidlem na adrese
Strafovska 1247/22, 697 01 Kyjov, Ceské republika, v zastoupeni
MUDr. Jifi Vyhnalve funkci feditele;

déle jen Instituce

a
LIMACORPORATE S.p.A., italskd akciova spoleénost se sidlem

a mistem podnikéni na adrese Villanova di San Daniele del Friuli
(Udine, Italie), 33038, Via Nazionale 52, v zastoupeni pana Massimo
Calafiore ve funkci generélniho feditele;

déle jen Spoleénost.

Jelikoz:

a) Instituce a Spolenost (ddle jen ,Strany”) uzaviely Dohodu

o klinické studii podepsanou dne 19. dubna 2021 za Gcelem
provedeni vyzkumu s konvenénim nazvem ,Postmarketingova
studie hodnotici rané klinické a rentgenové vysledky artroplastiky
kyéelniho kloubu s necementovanym SL dfikem” (dale jen
#Studie”);

b) Strany si pfeji do Protokolu zavést nasledujici zmény: prezkum
kritérii pro zafazeni, moZnost shromazdovat jakékoliv rentgenové
snimky pofizené pii dalsi navstévé podle uvéazeni Hlavniho feditele,
pidani nékolika moznosti Iékd proti bolesti a mozZnost analyzy
méreni rozsahu pohybu oddélené od stupnice Harris Hip Score.
Déle maji obé smiuvni strany v Gmyslu, upravit finanéni ujednani
tak, aby Spole¢nost provadéla uréené platby pfimo Hlavnimu
Zkousejicimu.

Strany se dohodly nasledovné:

1. Instituce a Spole¢nost se vzdjemné dohedly na cdstranéni
Protokolu a jeho nahrazeni v plném rozsahu pfiloZzenym
dokumentem -, Protokol 2.0"

2. Veskeré ostatni podminky Dohody o klinické studii uvedené

v pismenu a), které tento dodatek nijak nepozméfuje, neupravuje
a neovliviiuje, zlstavaji nezmeénény a pretrvavaji v platnosti

a nadéle tak Strany zavazuji.

3. Tyto zmény nabyvaji Gcinnosti dnem zvefejnéni smlouvy
v Registru smluv

4. Strany vyslovné souhlasi s tim, Ze elektronické podpisy
(faksimile, e-mail, DocuSign nebo doruéené jinymi prostfedky)
budou pro Strany povaiovany pro véechny Ucely za platné, zavazné
a Gcinné.




Appendix 1-2.0

Financial arrangements
1. Medical/Procedure Costs and Payment Schedule

The Institution and or research subject is responsible for the cost
associated with the routine medical services related to the surgery
involving the SL CEMENTLESS femoral stem and all follow-up visits.
Sponsor will reimburse the Research Parties for uncovered medical
costs associated with the Study and testing required by the Protocol
that is not considered routine medical care. Research Parties shall
notify Sponsor of any tests/procedures it has determined cannot be
submitted to/reimbursed by third party payers

The investigation will be carried out in 2 years for a maximum total
number of 62 Clinical Trial Subjects.

The Institution shall use its best endeavours to ensure that the
Investigator will meet the recruitment target of 62 Clinical Trial
Subjects

Payments will be made by the Sponsor on an annual basis (December
of every calendar year) and will be calculated on the basis of the
number of subjects enrolled and the number of evaluations performed
according to the fees reported below

In the following table are reported the estimated time details for each
study activity
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Dodatek | - 2.0

Finantni ujednani

i. Néklady na lékafskou

harmonogram plateb

péti/lékaiské postupy a

Instituce nebo vyzkumny subjekt je odpovédny za néklady spojené s
rutinnimi lékafskymi sluZbami souvisejicimi s chirurgickym zakrokem
zahrnujicim SL CEMENTLESS, necementovy femoralni dfik a viechny
n3sledné kontroly. Zadavatel uhradi Vyzkumnym strandm nepokryté
ndklady nz |ékafskou pééi spojené se Studii a testovanim
pozadovanym Protokolem, které se nepovaZzuji za béZnou |ékarskou
péfi. Vyzkumné strany uvédomi Zadavatele o viech
testech/pestupech, u nichZ bylo zjisténo, Ze je nelze pfedlozit
platcum z fad tretich stran Ci je nechat jimi proplatit.

Hodneoceni bude provadénc v pribéhu 2 let pro maximalni celkovy
pocet 62 Subjekti klinického hodnoceni

Instituce vynaloi maximalni Gsili, aby zajistila, ze Resitel splni cil
naplnéni u¢asti v podobé 62 Subjektl klinickeho hodnoceni.

rocné (v prosinci kaidého
a budou wvypocitdvany na zakladé poctu

Platby bude Zadavatel
kalendainiho roku)
zapsanych subjekty a poftu provedenych hodnoceni podle nize
uvedenych poplatk{

provadét

V nésledujici tabulce jsou uvedeny podrobnosti o nakladech na
Studii.




For the above-mentioned activities the Company will
compensate the Principal Investigator within sixty (€0) days upen

directly

invoice receipt from the Principal Investigator himself.

It shall be the responsibility of Pl to make the appropriate agreed pass-
through payments to Study staff involved in the Study.

The Hospital and the Pl certifies and warrant that the direct payment

of the above mentioned activities to the Pl is compliant to the laws and
regualtions in force in Czech Republic

2. Other Costs/Expenses
A. Hospital Charge

Sponsor will pay Hospital at the end of the study 10% of the total cost
for this study, maximum in order to cover the administrative

duties that are necessary at the Institution to perform the study.

The hospital charge will be paid to the Institution within sixty (60) days
upon invoice receipt from the Institution itself.

The Sponsor will pay patients travel expenses under request and with
provided receipt, for a maximum of.per patient as reported below

B. Staff Travel Expenses

Sponsor will cover reasonable travel costs incurred by the Principal
Investigator, Co-Investigators and site coordinaters travelling at
Sponsor’s request, including reasonable and actual coach air fare,
lodging, meals, ground transportation and parking costs. If Sponsor is
not directly making travel arrangements, it will reimburse the travelling
party within sixty (60) days of receiving documentation of such
expenses.

C. VAT

Not applicable
D. Currency

All payments under this Agreement shall be made in Euro.
E. Data Required for Compensation

all

Principal Investigator or designee must enter required CRF

information for each required evaluation visit on each research subject
within 4 weeks of the treatment and each follow-up evaluation
visit. For the purposes of this Agreement, required evaluations will

consist of the evaluations described in the Study Protocol. All questions

listed on the CRF must be answered completely, accurately, and
legibly. Sponsor will pay only for evaluations of research subjects that
meet Sponsor’'s selection criteria and only for evaluations performed
and properly reported on CRFs, for which all required
documentation, has been received.

and

Compensation for completed CRF datz will be prorated for death or
early withdrawal. Payment will be made to the Payee listed below.

le odpovédnosti Hiavniho Zkousejiciho provést piisluiné dohodnute
pribéiné platby spolupracovnikim, zapojenym do provadéni
Studie.

Instituce a Hlavni Zkousejici potvrzuji a zarucuji, Ze pfima platha
Hlavnimu Zkousejicimu za vySe uvedené Cinnosti, je v souladu s
platnymi zakony 2 pfedpisy platnymi v Ceské republice

2. Ostatni naklady/vydaje
A. Nemocnitni poplatek

Zadavatel dale zaplati Instituci na konci studie 10 % z celkovych
naklad(l na tuto studii, maximaliné véak_ aby pokryl
administrativni povinnosti nezbytné pro provedeni studie v
Instituci.

Nemocniéni poplatek bude Instituci zaplacen do Sedeséti (60)
dnt od obdrieni faktury od samotné Instituce.

Zadavatel uhradi pacientum na vyZadani a po predloZeni
vydajového dokladu cestovni vydaje v maximaini Wi\- na
pacienta, jak je uvedeno niie

B. Cestowni vydaje pracovnikii

Zadavatel uhradi pfiméfené cestovni naklady vzniklé Hlavnimu
zkousejicimu, spolufediteldm a mistnim koordindtorlim cestujicim
na Zadost Zadavatele, vietné pfimérenych a skuteénych nakladd na
leteckou dopravu, ubytovani, stravu, pozemni dopravu a parkovani.
Pokud Zadavatel sam necestuje, uhradi cestujici strané viechny
uvedené naklady do 3edesati (60) dni od prijeti vydajovych dokladi.

C. DPH

Nevziahuje se.
D. Ména

Vsechny platby podle této Dohody se provadéji v eurech
E. Udaje poiadované pro kompenzace

Hiavni zkousejici nebo osoba jim uréend musi zadat vSechny
poiadované informace do CRF pro kaidou poZadovanou hodnotici
kontrolu u kaidého vyzkumného subjektu, a to do 4 tydnu od |éCby
a kaidé nasledné hodnotici kontroly. Pro uéely této Dohody budou
pozadovana hodnoceni sestavat z hodnoceni popsanych v Protokolu
klinické studie. V3echny otdzky uvedené v CRF musi byt zodpovézeny
aplné, pfesné a itelné. Zadavatel bude pouze hradit hodnoceni
vyzkumnych subjektd, které splfiuji vybérova kritéria Zadavatele, a
pouze za hodnoceni provedend a fadné nahlasena v CRF, u nichi byla
obdrienz vegkera poiadovana dokumentace

Kompenazaci za vypInénéd data CRF bude pomérna fastka za smrt
nebo pfedéasné ukonéeni. Platba bude provedena nize uvedenému
Pfijemci platby
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1. Final provisions

The Parties acknowledge and agree that:

- all payments will be made according to the schedule indicated
above, on presentation of a VAT invoice to Sponsor by
Institution and by the Principal Investigator;

- Sponsor shall make payments within sixty days (60) of the date
of receipt of invoice mentioned in previous paragraph a);

- Sponsor is entitled to suspend payments, if the timelines are
not respected without a justifiable reason, and to resume them
after the accumulated delay has been recovered altogether,
provided the completion of the Study is still of Sponsor’s
interest;

- incomplete data due to exam or visits omissions and/or
violations to the Protocol shall be considered as not evaluable
and, consequently not eligible for payment;

- in case of early termination of the Clinical Study pursuant to
Section 14 - Early Termination, Sponsor shall pay only for
subjects completely treated and evaluated to the termination
date;

- the arrangements contained in this Appendix no. | — 2.0
exhaust completely the financial matter; therefore no extra
payments may be claimed by Institution, by Investigator or by
the Study Staff members, assistants and Subjects, unless
specifically provided for in writing in the Agreement or in this
Appendix no. 1 - 2.0.

- the payments provided for in this Appendix no. | - 2.0 include
all applicable overheads due any party or entity. By the way of
an example and without prejudice for other cases, the
payments include the partecipation of the Investigator and
Study Staff members at:

- phone calls and teleconference meetings;

- Investigators” meetings.
- monitoring visits and audits of the Sponsor or third parties.

1. Zavéreina ustanoveni

Strany berou na védomi a souhlasi s tim, Ze:

- viechny platby budou provedeny podle vyse uvedeného
harmonogramu poté, co Instituce a Hlavni Zkou3ejici vystavi
a zasle fakturu s DPH Zadavateli;

- Zadavatel provede platby do Sedesati dni (60) od data
pfijet! faktury uvedené v predchozim odstavci a);

- Zadavatel je opravnén pozastavit platby, pokud neni
dodrzen Harmonogram bez opodstatnéného dlivodu, a
pokracovat v placeni a# po Gplném dohnani celkového
obnoveni akumulovaného zpoZdéni, pokud je dokonceni
Studie stéle v zdjmu Zadavatele;

- neuplné tidaje z dlvodu pochybeni v rémci vysetfeni nebo
kontroly anebo poruseni Protokolu se povaiuji za
nehodnotitelné a v disledku toho nepfedstavuji narok na
Ghradu;

- v pfipadé pfedéasného ukonéeni Klinické studie podle
€lanku 14 - Pfed¢asné ukonéeni bude Zadavatel platit pouze
za subjekty kompletné |écené 2 hodnocené k datu ukonéeni;

- Ujednani obsaZena v tomto Dedatku &. | — 2.0 zcela fesi
finanéni zélefitosti. Instituce, Reditel nebo Pracovnici studie,
asistenti a samotné subjekty proto nemohou poiadovat
#idné daldi platby, pokud to neni vyslovné stanoveno
pisemné v Dohodé& nebo v tomto Dodatku & 1-2.0.

- platby stanovené v této pfiloze &. | — 2.0 zahrnuji viechny
prisluiné reZijni naklady splatné kterékoli Strané nebo
subjektu. Jako pfiklad, a aniz jsou dotéeny ostatni pfipady,
platby zahrnuji uéast Resitele ¢ Pracovnika studie na:

- telefonnich hovorech a telekonferencich;

- setkanich Re3iteld;

- monitorovacich kontrolach a auditech Zadavatele nebo
tretich stran.
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