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Amendment #1 to Non-Interventional / Observational
Study Agreement

This first amendment to the

Observational Study Agreement is made on 3 Dec 2019 (the

Non-interventional /

“Effective Date”) by and among:

(1) Health Data Specialists Ireland Limited (HeaDS$), a
company whose registered offices are in South Docklands, 77
Sir John Rogerson’s Quay, Block C, Grand Canal Docklands,

Dublin, 002 NP8, reland, [
(2) Faculty Hospital Ostrava

Based in: 17. listopadu 1790

708 52 Ostrava, Ceskd Republika

Registr. No.: 00843989

VAT No.: CZ00843989

established register MH CR from date 25 November
1990 No. OP-25.11.90

Represented by the director: in case of this contract is
authorized for negotiation and signing off: doc. MUDr. Petr
Vavra, PhD, the deputy of the director for curative care,
banking details: Ceska narodni banka

Address: Na Prikopé 28, 115 03 Praha 1

Bank account number: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761

BIC kéd (SWIFT): CNBACZPP

Variable number: 649071208

(“INSTITUTION”)

(3) Prof. MUDr. Roman Hajek, CSc.,

(“INVESTIGATOR”).

Dodatek 1 k Dohodé o neintervenéni / observaéni
studi

Tato prvni zména dohody o neintervencnim /
observacnim studiu se uzavird dne 3 Dec 2019 (dale jen
»datum ucinnosti“), a to mezi

(1) Health Data Specialists Ireland Limited (HeaDS),
spolecnosti se sidlem South Docks, 77 Say John Rogerson's
Quay, blok C, Grand Canal Docklands, Dublin, D02 NPO8,

Irsko,

(2) Fakultni nemocnici Ostrava
se sidlem: 17. listopadu 1790

708 52 Ostrava, Ceska Republika
IC: 00843989

DIC: CZ00843989

Zfizovaci listina MZ CR ze dne 25. listopadu 1990 &. j. OP-
054-25.11.90

Zastoupena feditelem; ve vécech této smlouvy je
oprdvnén jednat a podepisovat:, doc. MUDr. Petr Vavra,
Ph.D., naméstek feditele pro védu, vyzkum a vyuku

Bankovni spojeni: Ceska narodni banka
Adresa banky: Na Prikopé 28, 115 03 Praha 1
Cislo G¢tu: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761

BIC kéd (SWIFT): CNBACZPP

Variabilni symbol: 649071208

(ddle jen “ZDRAVOTNICKE ZARIZENI)

(3) Prof. MUDr. Roman Hijek, CSc.,

(dale jen “ZKOUSEJICI”)

Tyto jsou nadale uvadény jako “Smluvni strany”
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Collectively hereinafter called “The Parties”.

Whereas, the SPONSOR, European Myeloma Network
(EMN) has initiated the observational study with protocol
code_ as set out in the protocol
with title: ‘A retrospective, observational, multicenter
study on the management and outcomes of patients with

systemic R (e '5tucy"Y

Whereas, the Sponsor, which is a scientific association that
aims to increase their understanding of stage 3B light chain
(AL) amyloidosis and produce effective research projects
and clinical trials has appointed “STUDY CRO” to manage
the study with faculty of sub-delegation to other sub-
contractors with a letter of authorization signed on 06
February 2019.

Whereas, the parties entered into the initial agreement for
the study conduct fully signed from 14 May 2019, under
Institution’s number 017/0VZ/19/011-P.

Whereas, the parties desire to amend the Agreement
affective as of the date of publishing of this amendment
no. 1 in accordance with law no. 304/2015 on register of
contracts. The CRO will provide institution with a redacted
version of the amendment for the purposes of publishing.
Date of this Amendment #1 to increase the budget so to
align with activities to be performed by the site.

Now therefore, in exchange for the mutual promises
contained herein, the parties agree as follows:

Il other terms and conditions of the Agreement
shall remain in full force and effect.

This amendment is executed in 3 counterparts. In case of
any disputes, the Czech language version will prevail.

SIGNATURE PAGE TO FOLLOW

IN WITNESS WHEREOF, the parties hereto have caused
this Amendment #1 to Agreement to be executed as of

Protoze Zadavatel, European Myeloma Network , zahdjil

observacni studii, dle protokolu_

, s hazvem : ,Retrospektivni,

observacni, multicentrickd studie o 1écbé a vysledcich

pacientl se systémovou_ '(dale

jen ,studie”)".

ProtoZe zadavatel je védecka organizace, ktera si klade za
cil porozumét Amyloiddze stadia 3B lehkého retézce (AL),
a proto provadi vyzkumné projekty, sjednala si CRO za
ucelem tizeni studie s moznosti subdelegovani na ostatni
subdodavatele, a to na zakladé zplnomocnéni
podepsaného dne 6. inora 2019.

ProtoZe smluvni strany podepsali inicidlni smlouvu o
provadeéni studie, a to ze dne 14.5.2019, ev. u
zdravotnického zatizeni pod €.
017/0VvZ/19/011-P

Vzhledem k tomu, Ze strany si preji zménit platnou
smouvu, a to s ucinnosti ke dni zveZejnéni tohoto
dodatku €. 1 v soualdu se zdkonem ¢. 340/2015 Sh., o
registru smluv. Study CRO se zavazuje dodat
zdravotnickému zafizeni redigovanou verzi dodatku pro
Cely tohoto zverejnéni.

Smluvni strany souhlasi s navySenim rozpoctu tak, aby byl
v souladu s ¢innostmi, které ma centrum provadét.

Nyni se tedy strany vzajemné dohodly takto:

Vsechny ostatni podminky dohody zlstavaji v pIné
platnosti a Gcinnosti.

Tento dodatek je sepsan ve tfech vyhotovenich.
V pripadé rozporu obou jazykovych verzi bude
upfednostnéna Ceska jazykova verze.
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the date first above written.

STUDY CRO

By its representative:

Name: Mr. Leonidas Kostagiolas
Title: CEO

Date:

Signature:

INSTITUTION

Name: doc. MUDr. Petr Vavra, Ph.D.

Title: deputy director for science, research

and education

Date:

Signature:

INVESTIGATOR:
Name: Prof. MUDr. Roman Hajek, CSc

Date:

Signature:

PODPISOVA STRANKA K NASLED

Timto smluvni strany souhlasi, Ze dodatek ¢. 1 ke
smlouvé bude uzavien k datum uvedenému
vyse.

CRO

Zastoupeno:

Jméno: Mr. Leonidas Kostagiolas
Titul: CEO

Datum:

Podpis:

ZDRAVOTNICKE ZARIZENI

Jméno: doc. MUDTr. Petr Vavra, Ph.D.
Funkce: naméstek reditele pro védu, vyzkum a
vyukuDatum:

Podpis:

HLAVNI ZKOUSEJiCi

Jméno: Prof. MUDr. Roman Hajek, CSc

Datum:

Podpis:
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