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C. AMENDMENT NO.1 TO DODATEK C.1 KE
CLINICAL STUDY AGREEMENT SMLOUVE O KLINICKE STUDII
concluded on 10 Nov 2015 by and uzaviené dne 10.11.2015 mezi:
between:
Sponsor: Zadavatel:

Auris Medical AG, Falknerstasse 4, 4001 Basel, Switzerland acting by its legally authorized
representative / jednajici prostfednictvim svého zéstupce:

hereinafter “Sponsor’; dale jen ,,zadavatel*;

represented upon the power of attorney given zastoupeny na zdkladé plné moci udélené
to: spole€nosti:
EastHORN Clinical Services in CEE Limited
Kyvelis 7, Office 102, P.C. 1087, Nicosia, Cyprus / Kypr
Court Registration Number / Identifikacni ¢islo organizace: HE253002
Tax ID / DIC: CY10253002U
represented by Malgorzata Szerszeniewska, MD, Executive Head /zastoupend MUDr.
Malgorzatou Szerszeniewskou, jednatelem

and a
Contract Research Organisation (CRO): smluvni vyzkumna organizace (CRO):

EastHORN Clinical Services in CEE Limited
Kyvelis 7, Office 102, P.C. 1087, Nicosia, Cyprus / Kypr
Court Registration Number / Identifikacni ¢islo organizace: HE 253002
Tax ID / DIC: CY10253002U
represented by Malgorzata Szerszeniewska, MD, Executive Head /zastoupena MUDr.
Malgorzatou Szerszeniewskou, jednatelem

hereinafter “CRO”, déle jen ,,CRO",
and a
Institution: zdravotnické zarizeni:

Fakultni nemocnice Hradec Kralové
Address / Adresa: Sokolskd 581, 500 05 Hradec Kralové — Novy Hradec Kralové
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Czech Republic / Ceska Republika
ID /1C: 00179906
Tax ID / DIC: CZ00179906
represented by/
zastoupend prof. MUDr. Vladimirem Palickou, CSc., dr. h. c., feditelem/ Director

hereinafter “Provider”

and

Principal Investigator:

déle jen ,,poskytovatel

Hlavni zkousejici:

Whereas

A. The Parties have concluded on 10 Nov
2015 the Clinical Study Agreement
(hereinafter the ,,Agreement®), protocol
No. AM-111-CL-13-01;

B. The Parties wish to change the terms
and conditions of the Agreement as set
out below;

now therefore the Parties have agreed upon
and concluded this

Amendment No. 1 to the Agreement

1. The original wording of the
Clinical Study Agreement, the address of

S ohledem na to, Ze

A. Strany uzaviely dne 10.11.2015 Smlouvu o
klinické studii (ddle jen ,,Smlouva®),
protokol ¢. AM-111-CL-13-01;

B. Strany maji zdjem zmeénit ndleZitosti a
podminky Smlouvy tak, jak je stanoveno

nize;

se Strany dohodly a uzavtely nasledujici

Dodatek ¢. 1 ke Smlouveé

1. Pivodni znéni Smlouvy o klinickém
hodnoceni, adresa zadavatete bude

the sponsor shall be amended by the

upraveno nasledujicim znénim:

following wording:
Auris Medical AG, Dornacherstrasse 210,
4053 Basel, Switzerland

2. The original wording of the Clinical
Study Agreement, part 7. Study Medical
Records, paragraph (b) shall be amended

275

Auris Medical AG, Dornacherstrasse 210,
4053 Basel, Switzerland

2. Pavodni znéni Smlouvy o Kklinickém
hodnoceni, ¢ast 7. Studijni__lékaiské
zaznamy, odstavec (b) bude upraveno
nasledujicim znénim:
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by the following wording:

All Study Medical Records must be retained
for a period of twenty-five (25) years from
the completion of Study by the Provider.

The sponsor will announce 6 months prior to
the end of paid archiving period, if the
prolongation of archiving period is required
and will pay the costs related to that.

If the requirement for the prolongation of
archiving period will not be announced in the
above mentioned noticing period or the costs
will not be paid, it is considered, that the
Provider may destruct all archived documents
for the study.

3. The original wording of Appendix A of
the Agreement — Budget, paragraph (xv)
shall be amended by the following
wording:

Archiving fee

CRO shall further make to the Provider a
payment in amount of B - -
reimbursement of incurred archiving
expenses for a term of 25 years. This one-
off payment shall be made to the Provider
after the execution of this Amendment no.
1.

4. Terms and conditions

The Parties hereby agree that all other terms
and conditions of the Agreement remain
unaffected by this Amendment No. 1.

The agreement parties hereby acknowledge,
that this Agreement No. 1 along with the
Agreement will be posted in line with the
Act no. 340/2015, on the Agreements
register. In line with the previous statement
the Provider is responsible for posting.
Information which constitutes trade secret

Veskeré studijni zdravotni zdznamy museji
byt uchovdviny po obdobi dvaceti péti (25)
let od dokonceni Klinického hodnoceni
Poskytovatelem.

Zadavatel v predstihu 6 mésici od konce
zpoplatnéné archivace ozndmi poskytovateli,
zda trva na dalSi archivaci a uhradi nédklady
s tim spojené.

V ptipadé, Ze ve shora uvedené 1huté zadavatel
nesd¢li poZzadavek na dal§i archivaci ¢i
neuhradi poplatek na dalSi archivaci, mé se za
to, Ze je Poskytovatel opravnén k likvidaci
vSech archivovanych dokumentt Studie.

3. Pivodni_znéni Piilohy A Smlouvy -
Rozpocet, odstavec (xv) bude upraveno
nasledujicim znénim:

Archivac¢ni poplatek

CRO se dédle zavazuje uhradit Poskytovateli
astku ve vysi [ 2 to k dhradé ndkladu
spojenych s archivaci po dobu 25 let. Tato
jednordzovd  dhrada  bude  poskytnuta
poskytovateli po podpisu tohoto Dodatku ¢. 1.

4. Smluvni podminky

Strany timto souhlasi s tim, Ze vSechny ostatni
nédleZitosti a podminky Smlouvy zistivaji
timto Dodatkem €. 1 nedoteny.

Smluvni strany timto berou na védomi, Ze
tento Dodatek €. 1 bude uvefejnén spolecné se
Smlouvou v souladu se zak. ¢. 340/2015, o
registru smluv. Za uvefejnéni dle predchozi
véty odpovidd poskytovatel. Takovémuto
uveiejnéni nepodléhaji ty udaje, které tvofi
obchodni tajemstvi nékteré ze smluvnich stran.

emé: Ceskd republika
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of either party is exempt from the
publication. Trade secrets for the purposes
of this Amendment no. 1 and Agreement
include, but are not limited to, the design of
individual visits described in the payment
table/s in Attachment A of the Agreement,
the minimum enrollment goal, expected
number of study subjects enrolled and the
expected duration of the study. Personal
data of individuals are also exempt from
publication, unless they have been
previously published in another public
register. If the Amendment no. 1 along
withhe Agreement is posted within 20
business days since the execution by all
parties, the CRO or the Sponsor are allowed
to post them. Prior to signature of
Amendment no. 1 the Sponsor/CRO will
provide the Provider with the final version
od Amendment no. 1 and the Agreement in
the machine legible format with the
highlighted text of Amendment no. 1 and
teh Agreement, which has been considered
like the trade secret.

5. Final provisions

(a) This Amendment No. 1 shall become
valid and effective upon its signing by
all Parties upon the date of posting in
Contract registry.

(b) This Amendment No. 1 has been
written in four original copies, each
Contract party obtaining one of them.

(¢) This Amendment no. 1 is set in Czech
language and English language, where

the Czech version prevails.

(d) In witness of their consent to the

Pro ucely tohoto Dodatku €. 1 a Smlouvy se
obchodnim tajemstvim rozumi zejména
rozvrzeni a popis jednotlivych navstév
uvedeny v platebni tabulce / platebnich
tabulkach v ptfiloze A Smlouvy, minimalni
cilovy pocet zafazeni, ocCekdvany zafazeny
pocet subjektli a ocekdvana délka trvani Studie.
Dale nebudou takovémuto uvetejnéni podléhat
osobni udaje fyzickych osob, ledaze jsou jiz
uvefejnény v jiném vefejné piistupném
registru. Neni-li Dodatek €. 1 spolecné se
Smlouvou uvefejnén Poskytovatelem ve lhaté
20 pracovnich dni od jeho podpisu vSemi
smluvnimi stranami, jsou k jejich zvefejnéni
opravnéni CRO ¢i Zadavatel. Pied podpisem
Dodatku ¢ 1  Zadavatel/CRO  zaSle
Poskytovateli findlni verzi Dodatku ¢. 1 a
Smlouvy ve strojové Citelném formatu s
podbarvenym textem Dodatku ¢. 1 a Smlouvy,
které povazuje Zadavatel za obchodni
tajemstvi.

5. Zavéreéna ustanoveni

(a) Tento Dodatek €. 1 nabyva platnosti
dnem jeho podpisu v§emi Stranami a
ucinnosti dnem uvefejnénim v registru
smluv.

(b) Tento Dodatek €. 1 byl vyhotoven
ve Ctyfech stejnopisech, piiemz kazda
smluvni strana obdrzi po jednom.

(©) Tento Dodatek ¢. 1 je vyhotoven
v ¢eském jazykovém znéni a v anglickém
jazykovém znéni, pfi¢emZ rozhodujici je
Ceské jazykové znéni.

emé: Ceskd republika

wording hereof, the Parties sign this (d) Na dtikaz souhlasu se znénim
Amendment No. 1. Dodatku €. 1 pfipojuji Strany své podpisy.
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1)

2

3)

4

Sponsor / Zadavatel:

na zakladé plné moci /

based on the power of attorney
EastHORN Clinical Services in CEE
Limited

Malgorzata Szerszeniewska, MD
Executive @Head /  Jednatel
Executive Head / Jednatel

CRO:

Malgorzata Szerszeniewska, MD.
Executive Head / Jednatel

Provider/Poskytovatel:

prof. MUDr. Vladimir Palicka, CSc.,
dr. h. c.
Director/ Reditel

Principal Hlavni

zkousSejici:

Investigator/

28. 8. 2017

Date / Datum

28. 8.2017

Date / Datum

13.9. 2017

Date / Datum

11.9.2017

Date/ Datum
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