O.N,

AMENDMENT #1 CLINICAL
INSTITUTION AGREEMENT

This  Amendment #1 (“Amendment”)
becomes valid as of the date of signature
by both Parties and effective on the date of
its publication in Contract Registry (the
“Amendment Effective Date”) and is
entered into by and between

ICON Clinical Research Limited
with a VAT number
IE 8201978R
and a place of business at
South County Business Park,
Leopardstown, Dublin 18, Ireland,
represented by
|
Sr. Director Project Management
(hereinafter called “ICON”)

* and

Revmatologicky ustav
State contributory organisation
with a place of business at
Na Slupi 450/4, 128 00 Praha 2,
Czech Republic, VAT ID: CZ00023728,
Company ID: 00023728
(hereinafter called the “Institution”)

to amend the Clinical Institution Agreement
dated 11Sep2017 (the “Agreement”).

WHEREAS, ICON and Institution entered
into the Agreement pursuant to Institution’s
participation in the clinical trial research
entitled, "A Phase 3, Randomized,
Double-Blind Clinical Trial to Evaluate
the Efficacy and Safety of Abatacept SC
with Standard Treatment Compared to
Standard Treatment Alone in Improving
Disease Activity in Adults with Active
Idiopathic Inflammatory Myopathy (1IM)",
protocol number IM101-611  being
conducted at the Institution under the
direction of G
(' nvestigator"), and

WHEREAS, the parties now wish to amend
the Agreement
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DODATEK C.1 KE SMLOUVEO
ZABEZPECENI KLINICKEHO HODNOCEN

Tento dodatek €. 1 (dale jen “dodatek”)
nabyva platnosti dnem podpisu obéma
stranami a uc€innosti dnem uverejnéni v
registru smluv (dale jen “datum ucinnosti
dodatku”) a uzaviraji ho mezi sebou

ICON Clinical Research Limited
DIC
IE 8201978R,
se sidlem v
South County Business Park,
Leopardstown, Dublin 18, Irsko,
zastoupena
|
Sr. Director Project Management
(dale jen ,JICON"),

a

Revmatologicky lstav
statni pfispévkova organizace
se sidlem
Na Slupi 450/4, 128 00 Praha 2,
Ceska republika, DIC: CZ00023728, IC:
00023728
(dale jen ,zdravotnické zarizeni)

za ucelem doplnéni Smlouvy o zabezpeceni
klinického hodnoceni ze dne 11. zafi 2017
(dale jen “smlouva”).

VZHLEDEM K TOMU, ZE ICON a
zdravotnické zafizeni uzaviely smlouvu na
zakladé ucasti zdravotnického zafizeni na
klinickém hodnoceni s nazvem:
“Randomizovana, dvojité = zaslepena
klinicka studie faze 3 pro hodnoceni
uéinnosti a  bezpecnosti pripravku
abatacept podavaného subkutanné v
kombinaci se standardni Iécbou ve
srovnani se samostatnou standardni
Ié€bou pfri zlepSeni aktivity onemocnéni u
dospélych s aktivni idiopatickou
zanétlivou myopatii (IIM)*, &islo protokolu
IM101-611 provadéném ve zdravotnickém
zafizeni pod vedenim NN
I (dale jen “zkousejici”),
a

VZHLEDEM K TOMU, ZE si nyni strany pfeji
tuto smlouvu doplnit.
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WHEREAS pursuant to the Revised
Protocol Amendment V4, dated
01Feb2019, open label phase has been
extended and costs and fees associated
with the additional visits in open label
extension have been incorporated in the
study budget,

NOW, THEREFORE, the parties agree to
the following:

Section |. of the appendix 3 FEES/COSTS
of the Agreement - Payment schedule
IM101-611 is deleted and replaced in its
entirety with the updated section I.,
attached to this Amendment as Attachment
A.

The Parties agree that the requirement to
pay the affected compensations pursuant to
the updated Payment schedule according
to this section 1 as detailed hereunder shall
apply retrospectively to all activities (visits
and procedures) as of 09May2019 and
shall apply to all relevant study visits and
procedures, including those that have been
performed in accordance with the Protocol
Amendment 4 earlier during the Study.

Except as amended by this Amendment,
both parties hereby confirm that all other
terms and conditions of the Agreement not
affected by this Amendment remains in full
force and effect.

IN WITNESS WHEREOF, the parties have
executed this Amendment in multiple
counterparts by proper persons thereunto
duly authorized.
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VZHLEDEM K TOMU, ZE v souladu s
revidovanym dodatkem k protokolu verze 4,
datovanym 1. Gnora 2019, byla prodlouzena
open label faze studie a naklady a poplatky
spojené s dodate¢nymi navstévami v
prodlouzené open label fazi byly za¢lenény do
rozpoctu studie,

Se strany dohodly na nasledujicim:

Clanek |. Harmonogram plateb IM101-611
prilohy 3 smlouvy ODMENY/NAKLADY se
odstraniuje a nahrazuje v celém rozsahu
aktulizovanym ¢lankem 1., pfilozenym k
tomuto dodatku jako pfiloha A.

Smluvni strany se dohodly, Ze pozadavek na
vyplaceni dotéenych plateb v souladu s
aktualizovanym Harmonogramem plateb dle
tohoto ¢lanku 1, jak je podrobné uvedeno
dale, se pouzije na v8echny cinnosti
(navstévy a procedury) ode dne 9. kvétna
2019 a bude se tykat vSech relevantnich
studijnich navstév a procedur, vcetné téch,
které v souladu s dodatkem k protokolu verze
4 probéhly také dfive béhem trvani studie.

S vyjimkou zmén uvedenych v tomto dodatku,
obé strany potvrzuji, Zze vSechny ostatni
podminky smlouvy nedotéené timto dodatkem
zUstavaji v pIné platnosti a ucinnosti.

NA DUKAZ TOHO strany podepsaly tento
dodatek Vv nékolika vyhotovenich
prostiednictvim osob k tomu Fadné
zmocnénych.
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ICON CLINICAL RESEARCH LIMITED

Sr. Director Project Management

INSTITUTION / ZDRAVOTNICKE ZARIZENI:

Date/Datum: 12 -08- 2011

Institution Signatory/ Podpis zdravotnickll

prof. MUDr. Karel Pavelka, DrSc.
Director / feditel

<
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Attachment A

Payment Schedule
IM101-611

This Payment Schedule is inclusive of all
payments and costs that SPONSOR
agrees to pay/reimburse in connection with
the conduct of the study. SPONSOR has
no other payment/reimbursement
obligation in connection with the study.

No Double-Billing. Institution shall not
‘double-bill’, i.e., it shall not seek, collect, or
assist a study Participant in seeking or
collecting, reimbursement from any health
insurance plan for any payments or
expenses made or covered by SPONSOR.
These health insurance plans include
governmental medical plans, government-
provided health coverage any other third-
party payer. INSTITUTION acknowledges
that SPONSOR may agree to pay /
reimburse certain costs associated with
standard of care (‘SOC’) procedures, to the
extent specifically detailed below, and the
prohibition against ‘double-billing’ extends
to any such SOC costs.

| CON

Priloha A

Harmonogram plateb
IM101-611

Tento harmonogram plateb zahrnuje veskeré
platby a naklady, které se ZADAVATEL
zavazuje uhradit/proplatit v souvislosti s
provadénim studie. ZADAVATEL nema v
souvislosti s touto studii povinnost provést
zadnou jinou platbu/thradu.

Zakaz dvojiho uctovani. Zdravotnické
zarizeni nebude provadét dvoji uctovani, tj.
nebude vyzadovat, uUctovat ani pomahat
Ucastnikovi ve vyzadovani nebo uctovani
nahrady z jakéhokoli planu zdravotniho
pojisténi za jakékoli platby, které uhradi
ZADAVATEL, nebo vydaje, které
ZADAVATELI vzniknou. Tyto pojistné plany
zahrnuji statni zdravotné pojistné plany,
zdravotni pojistné kryti poskytované statem
nebo pojistné kryti jakéhokoli platce, ktery je
treti stranou. ZDRAVOTNICKE ZARIZENI
bere na védomi, ze ZADAVATEL mulze
souhlasit s tim, ze uhradi/proplati urcité
naklady souvisejici s Ukony v ramci
standardni péce v rozsahu konkrétné
uvedeném nize a ze zakaz dvojiho Uctovani
se rozSifuje na jakékoli takové naklady
souvisejici se standardni péci.
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