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First Amendment to Clinical Trial Agreement

First dodatek ke smlouvé o provedeni klinického
hodnoceni

This First Amendment to Clinical Trial Agreement
(“First Amendment’) is made on the date of publication
in contract registry in accordance with Act no. No.
34072015 Coll., on the contract registry (“Effective Date”)
by and between:

Covance Clinical and Periapproval Services Limited,
Osprey House, Westacott Way, Maidenhead, SL6 3QH,
UK, registered in England, Company No 02022667
(hereinafter referred to as "Covance"); and

Fakultni nemocnice Ostrava, 17. listopadu 1790,
Ostrava — Poruba 708 52, Czech Republic, company
identification number: 00843989, tax Id: CZ00843989,
zfizovaci listina MZ CR ze dne 25. listopadu 1990 &,j.
OP-054-25.11.90

ve vécech této smlouvy je opravnén jednat a
podepisovat; doc. MUDr. Petr Vavra, naméstek reditele
pro védu,vyzkum a vyuku

Bank: Ceska narodni banka

Bank address: Na Piikopé 28, 115 03 Praha 1

Bank account No.: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761

BIC code (SWIFT): CNBACZPP

Variabilni symbol: 649071232 (hereinafter referred to as
“Institution”); and

MUDr. Jan Néméansky, Ph.D., with place of business
at oftalmology clinic, 17. listopadu 1790, Ostrava —
Poruba 708 52, Czech Republic, (hereinafter referred to
as “Investigator”)

Covance, Institution and Investigator are hereinafter
referred to individually as “Party” and collectively as
“Parties”.

Tento prvni dodatek ke smlouvé o provedeni
klinického hodnoceni (“Prvni dodatek”) je ucinny
dnem zvefejnéni dle zékona €. 340/2015 Sb., o registru
smiuv (,datum G&innosti‘) mezi mezi témito Smluvnimi
stranami:

Covance Clinical and Periapproval Services Limited,
Osprey House, Westacott Way, Maidenhead, SL6 3QH,
UK, Spole¢nost registrovana v Anglii, IC: 02022667
(dale jen "Covance"); a

Fakultni nemocnice Ostrava, 17. listopadu 1790,
Ostrava — Poruba 708 52, Ceska republika,
identifikaéni Cislo organizace: 00843989,

DIC: CZ00843989,

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

ve vécech této smlouvy je opravnén jednat a
podepisovat: doc. MUDr. Petr Vavra, naméstek reditele
pro védu, vyzkum a vyuku

Bankovni spojeni: Ceska narodni banka

Adresa banky: Na Pfikopé 28, 115 03 Praha 1

Cislo Ugtu: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761

BIC kod (SWIFT): CNBACZPP

Variabilni symbol: 649071232, (déle jen "Zdravotnicke
zarizeni")

MUDr. Jan Néméansky, Ph.D., s pracovistém ocni
lglinika, 17. listopadu 1790, Ostrava — Poruba 708 52,
Ceska republika,(déle jen "Zkousejici")

Spoleénost Covance, Zdravotnické zafizeni a ZkouSejici
zde dale oznacovani jednotlivé jako ,Strana“ a
spoleéné jako ,,Strany“.

WHEREAS, Covance, Institution and Investigator
entered into the Clinical Trial Agreement with an
effective date of 27Nov2019 as amended. relating to
clinical trial services (the “Agreement’) in connection
with Apellis Pharmaceuticals, Inc. (“Sponsor”) clinical
trial entitled, “A Phase lll, Multi-Center, Randomized,
Double-Masked, Sham-Controlled Study to Compare
the Efficacy and Safety of Intravitreal APL-2 Therapy
with Sham Injections in Patients with Geographic
Atrophy (GA) Secondary to Age-Related Macular
Degeneration (AMD)” (“Study”) according to Sponsor's
protocol number APL2-303 incorporated herein by
reference (“Protocol’); and

VZHLEDEM K TOMU, ze Covance, Zdravotnicke
zafizeni a Zkousejici uzavfely smlouvu o provedeni
klinického hodnoceni s G¢innosti 27. listopad 2019 ve
znéni pozdéjSich dodatku tykajici se sluzeb klinického
hodnoceni (dale jen ,Smlouva®) v souvislosti s klinickym
hodnocenim  Apellis  Pharmaceuticals, Inc.
(,Zadavatel) s nazvem ,Faze I, multicentricka,
randomizovana, dvojité maskovana, neaktivni latkou
kontrolovana studie srovnavajici U¢innost a bezpecnost
intravitredlné podavaného pfipravku APL-2 s injekcemi
neaktivni latky u pacientl s geografickou atrofii (GA)
vzniklou sekundarné jako nasledek vékem podminéné
makuldrni  degenerace (VPMD) “(,Studie) podle

Apellis 41926 Covid Amendment 1 to Institution/Investigator CTA_Dr. Nemcansky_FINAL Version 1_10Aug2020
“Confidential”

Page 1 of 4



Protocol Ref; APL2-303
Chiltern Ref: 41926

Master Amendment Template: Version 1, 22 May 2012
Sponsor Approved Template: Version 1, 18 Aug 2018

WHEREAS, the Parties desire to amend the Agreement
to update the Budget as further described herein.

NOW, THEREFORE, the parties hereto agree to amend
the Agreement as follows:

1. In order to allow for continued operations during
extraordinary medical circumstances resulting from the
current COVID pandemic, XXXXXXXXXXXXXXXXXXXXXXXX
XXX XXXXXKXXXKOOKXXKKXKKXX. XXXXXXXXXX.  The
Institution will be paid at the already approved budget
amount for the visits already prescribed in the Protocol
XXXXXXKXXXXX XXXKXXKKXXKKXXKKXXKX X X X X X XX XXX
XX X X XXXXOKKXKKXXKXXXKXXXKXXXXXXXXXXX X X X X X
X XOXOOKKXKKXXKKXXKXXXKXXXX

protokolu Zadavatele Cislo APL2-303 zde zahrnutého
odkazem (,, Protokol"); a

VZHLEDEM K TOMU, Ze strany si pfeji pozménit
Smlouvu o aktualizaci rozpoétu, jak je zde dale popsano.

SE PROTO NINi STRANY DOHODLY, na zméné
smlovy nasledovné:

1. S cilem umoznit pokradovani provozu za
mimofadnych zdravotnich okolnosti vyplyvajicich ze
souCasné pandemie COVID se dodasné Xxxx XXXXx
XXXXXX XXXXXXXXXXXXXXXXXX. Zdravotnickemu zafizeni
bude vyplacena jiz schvélena &astka rozpoCtu za
navstévy jiz pfedepsané v protokolu XXXXXXXXXXXX
XXXXXXXXXXXXXXXXXXXX X X X X X X X X X X X X X X
XXXOOXOKKOKOKOKXKXXKXXKXXKXXXXX X X X X X X
XXXXXXXXXXKXXKXXKXXXXXXX:

XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX
XXXX XXXX XXXX XXXX XXXX XXXX. These study tasks, such
as “follow-up safety calls”, will be reimbursed as
performed at the rate outlined in the current approved
study budget. And at the frequency permitted by any
Protocol Revision Memo, Protocol Amendment or other
written sponsor instruction.

Estimated total contract amendment amount is 188 740
CZK

3. No reimbursement will be made for study visits
or procedures which were not performed

Fee item/ Polozka Fee already Fee to be Invoiced- Total Fee
included in the Poplatek ktery ma to be paid
visit/ Poplatek jiz | byt fakurovan temporarily/
zahrnut v navstévé | CZK/KE Celkova platha
CZKI/KE proplacena
docasné CZKI/KE
XXX XXXX XXXX XXXX
XXX XXXX XXXX XXXX
XXX XXXX XXXX XXXX
XXX XXXX XXXX XXXX
2. SpPONSOr XXXX XXXX XXXX XXXX XXXX XXXX XXXX | 2. XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX

XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX
XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX
XXXX XXXX XXXX Xxxx vTyto studijni ukony, jako jsou
‘nasledna  bezpeénostni  telefonovani”,  budou
proplaceny jak je stanovené v sou¢asném schvaleném
rozpoCtu studie. A ve frekvenci povolené Vyhlasenim o
revizi protokolu, zménou protokolu nebo jinymi
pisemnymi pokyny zadavatele.

Odhadovana celkova Castka prvniho dodatku Cini 188
740 KE3.

3. U studijnich navstév nebo postup, které nebyly
provedeny, nebude vyplacena Zadna nahrada
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XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX
XXXX XXXX XXXX XXXX, XXXX XXXX XXXX XXXX XXXX. XXXX XXXX
XXXX XXXX XXXX. XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX
XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX
XXXX XXXX XXXX XXXX.

Except as specifically set forth herein, all other terms and
conditions contained in the Agreement shall remain in
full force and effect. Unless otherwise defined in this
First Amendment, capitalized terms used herein shall
have the same meaning defined in the Agreement.

XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX
XXXXXXXX XXXX XXXX, XXXX XXXX XXXX XXXX XXXX. XXXX XXXX
XXXX XXXX XXXX. XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX
XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX XXXX
XXXX XXXX XXXX XXXX.

S vyjimkou pfipadd, které jsou v tomto prvnim dodatku
vyslovné stanoveny, zlstavaji vSechny ostatni
podminky obsazené v Smlouvé v piné platnosti a
U¢innosti. Pokud neni v tomto prvnim dodatku
definovano jinak, maji vyrazy s velkym pismenem
pouzivané v tomto dokumentu stejny vyznam
definovany v dohodé.

This Amendment is written in three copies in Czech and
English. In the event of a conflict between the two
language versions, the Czech version of the Amendment
shall prevail.

The Parties hereby acknowledge and agree that the
Agreement and all its past and future amendments are
subject to mandatory publication in accordance with Act
No. 340/2015 Coll., on the contract registry. The
publication will be managed by the Institution. The
Investigator agrees to the publication of his name in
connection with this Agreement on the public
administration portal in accordance with the Act on the
Contract Registry.

Tento prvni dodatek je sepsan ve tfech vyhotovenich
v Ceském a anglickém jazyce. V pfipadé rozporu obou
jazykovych verzi je rozhodujici ¢eské znéni prvniho
dodatku.

Smluvni strany timto berou na védomi a souhlasi, ze
Smlouva a vSechny jeji minulé i budouci dodatky
podléhaji povinnému zvefejnéni v souladu se zak. €.
340/2015 Sb., o registru smluv. Zvefejnéni zajisti
Zdravotnické zafizeni. Hlavni zkouejici souhlasi se
zvefejnénim svého jména v souvislosti s touto smlouvou
na portale verfejné spravy v souladu se zakonem o
registru smiuv.

IN  WITNESS WHEREOF, duly authorized
representatives of the parties have executed this First
Amendment as of the Effective Date written above.

NA DUKAZ TOHO, fadné zplnomocnéni zastupci stran
uzavreli tento prvni dodatek ke dni G¢innosti uvedenému
vyse.
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Accepted and Agreed:

Covance Clinical and Periapproval Services Limited

Signature/ Podpis: XXX XK XXKIXXKKXKKXXKIXKKOKKXXKXXKKXXX

Printed Name Jméno hlilkovym pismem: XXX XXXXXXXXXXXXXXXXXX

Title/ Titul:

Date/ Datum:

Fakultni nemocnice Ostrava

Signature/ Podpis::

Printed Name/ Jméno hllkovym pismem: doc. MUDr. Petr Vévra, Ph.D

Title/ Titul: naméstek feditele pro védu, vyzkum a vyuku

Date/ Datum:

MUDr. Jan Ném¢ansky, Ph.D.,

Signature/ Podpis:

Title/ Titul: Investigator / ZkousSejici

Date/ Datum:
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