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Czech Republic/ Clinical Trial Agreement Amendment # 1

CONTRACT AMENDMENT #1 TO
CLINICAL TRIAL AGREEMENT

THIS CONTRACT AMENDMENT # 1
TO CLINICAL TRIAL AGREEMENT
(“Contract Amendment # 17), is effective on the
day of publishing in accordance with the Act no.
340/2015 Coll. On the Register of Contracts but
parties agrees that they will be oblige terms of
amendment retroactively to date 13™ August 2021,
i.e. that performance and/or legal relationships
within the scope of this Contract Amendment # 1
prior to its entry into force shall be deemed from
the date 13™ August 2021 to be performance and
legal relationships wunder this Contract
Amendment #1 (the “Contract Amendment #I
Effective Date™), is executed by and between

Momenta Pharmaceuticals, Inc., located at 301
Binnney St., Cambridge, MA 02142, USA (the
“Sponsor Assignor”)  Janssen Research &
Development, LLC, with registered offices at 920
U.S. Route 202 South, Raritan, New Jersey, USA
Tax ID No.: 08869-0602 (the “Sponsor
Assignee™). the Sponsor Assignator and Assignee
are hereinafter collectively referred to as the
“Sponsor”; and

Fakultni nemocnice Brno with its principal place
of business at Jihlavska 20, 625 00 Brno, Czech
Republic, represented by MUDr. Ivo Rovny,
MBA, hospital director ,Company ID no.:
65269705, Tax ID no.:
“Centrum™) and

CZ65269705 (the

(“Principal
Investigator™) for the study as defined below.

Sponsor, the Center and the Principal Investigator
hereinafter collectively referred to as the
“Contracting Partners”.

Fakultni Nemocnice Brno
MOM-M281-006

DODATEK C. 1 KE SMLOUVE O
PROVEDENI KLINICKEHO HODNOCEN(

TENTO DODATEK C. 1 KE
SMLOUVE O KLINICKEM HODNOCENI
(dale jen “Dodatek ¢. 1) nabyva u¢innosti ke dni
zverejnéni dle zakona ¢. 340/2015 Sb., o registru
smluv, ale smluvni strany souhlasi, Ze se budou
podminkami tohoto dodatku fidit zpétné
k 13.srpnu 2021, tj. Zze plnéni a/nebo pravni
pomeéry v ramci pfedmeétu a rozsahu upravy tohoto
Dodatku €. 1 pfed nabytim jeho G¢innosti se od data
13. srpna 2021 povazuji za plnéni a pravni poméry
podle tohoto Dodatku ¢. 1 (déale jen ,.Datum
ucinnosti dodatku €. 1%), a uzaviraji ho:

Momenta Pharmaceuticals, Inc., sidlici na adrese
301 Binnney St., Cambridge, MA 02142, USA
(dale jen ..Postupujici Zadavatel”); Janssen
Research & Development, LLC, sidlici na adrese
920 U.S. Route 202 South, Raritan, New Jersey,
USA., identifikacni ¢&islo: 08869-0602 (dale jen
..Nabyvajici Zadavatel*). Postupujici a Nabyvajici
Zadavatel jsou dale spoletné oznaCovani jako
.Zadavatel”; a

Fakultni nemocnice Brno se sidlem: Jihlavska 20,
625 00 Brno, Ceska republika, kterou zastupuje
MUDr. Ivo Rovny, MBA, feditel nemocnice, 1CO:
65269705, DIC: CZ65269705 (dale jen
-Centrum®); a

(déale jen ,Hlavni zkousSejici®),
odpovidajici za Studii, jak je definovano niZze.

Zadavatel, Centrum a Hlavni zkousejici dale
spole€né oznacovani jako ..Smluvni partnefi”.
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WITNESSETH:

WHEREAS, under the terms of a certain
Clinical Trial Agreement, dated 11 February 2021
(the “Agreement™) between and among the parties,
Sponsor retained the Center and Principal
Investigator to perform the research study entitled
“Efficacy and Safety of M281 in Adults with
Warm Autoimmune Hemolytic Anemia: A
Multicenter, Randomized, Double-blind,
Placebo-controlled Study with a Long-term
Open-label Extension” (the “Study”), bearing
protocol number MOM-M281-006, as may be
amended from time to time (the “Study”)
sponsored by the Sponsor, as more particularly
described in the Agreement; and

NOW, THEREFORE, in consideration
of the premises and of the following mutual
promises, covenants and conditions hereinafter set
forth, the parties hereto agree as follows:

1. Change in the Sponsor party to the
Agreement.

All rights and obligations under the
Agreement belonging to Sponsor Assignor
are hereby assigned to the Sponsor
Assignee, and Sponsor Assignee hereby
accepts such assignment. All references to
Sponsor Assignor included in the
Agreement shall hereafter refer to Sponsor
Assignee.

2. Change in Protocol Title.

To account for the change in the protocol
title under the Agreement due to Protocol
Amendment #2, the parties agree that this
study will now be known as “Efficacy and
Safety of M281 in Adults with Warm
Autoimmune  Hemolytic  Anemia: A
Multicenter, Randomized, Double-blind,
Placebo-controlled Study with a Long-
term Open-label Extension.”

Fakultni Nemocnice Brno
MOM-M281-006

UVODNI USTANOVENI:

VZHLEDEM K TOMU, ZE na zakladé
Smlouvy o klinickém hodnoceni mezi smluvnimi
stranami ze dne 11. tunora 2021 (dale jen

Smlouva®), Sponsor zavazal Centrum a Hlavniho
zkouSejictho k provadeni klinické vyzkumné
studie pod nézvem . Ulinnost a bezpeénost
pripravku M281 u dospélych pacientii s tepelnou
formou  autoimunni  hemolytické  anémie:
multicentrické, randomizované, dvojité zaslepené,
placebem  kontrolované klinické hodnoceni
s dlouhodobym nezaslepenym prodlouZenim”
(dale jen ,,Studie®), ¢. protokolu MOM-M281-006,
ktery mize byt nasledné¢ dodatkovan (dale jen
.Protokol*), Studie je sponzorovana Zadavatelem,
jak je podrobné popsano ve Smoluvé; a

SE TIMTO, s ohledem na piedpoklady a
nasledujici vzajemné piisliby, dohody a podminky
dale ustanoveni smluvni strany dohodly takto:

1. Zména smluvni strany Zadavatele.

Veskera prava a povinnosti vyplyvajici ze
Smlouvy, ktera nalezi Postupujicimu
Zadavateli, se timto pfevadi na
Nabyvajictho Zadavatele, ktery toto
postoupeni pfijima. VeSkeré odkazy na
Postupujiciho Zadavatele uvedené ve
Smlouvé se dale vztahuji na Nabyvajiciho
Zadavatele.

2. Zména v nazvu protokolu.

Za tucelem zohlednéni zmén v nazvu
Protokolu Studie v souvislosti s Dodatkem
k Protokolu €. 2, berou Smluvni strany na
védomi  nasledujici zménu  nazvu
protokolu: ,, Ucinnost a  bezpecnost
pripravku M281 u dospélych pacientu s
teplou formou autoimunni hemolytické
anémie: multicentrické, randomizované,
dvojité zaslepené, placebem kontrolované
klinické  hodnoceni s  dlouhodobym
nezaslepenym prodlouZenim. ©
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3. Change of Sponsor’s notice
Address.

References to Sponsor notice address in
section 3.1 of the Article 3 “Obligations of
the Sponsor” of the Agreement is hereby
to changed to following:

If to Sponsor:

Janssen Research & Development, LLC
1125 Trenton-Harbourton Road
Titusville, NC 08560

USA

Facsimile: 609-730-6689

Attention: Admin, Contracting and
Compliance Services

4. Update to Budget.

To account for changes to the services and
costs under the Agreement due to Protocol
Amendment # 4 dated 20™ April 2021 , the
parties agree that the Budget attached to
the Agreement as Exhibits B is hereby
deleted and replaced in their entirety by the
revised Budget attached hereto as Exhibits
A.

4.1 Subject Travel Reimbursment.
CRO will reimburse the Centrum for
actual receipted subject travel expenses per
subject visit, not to exceed the maximum
amount specified in Exhibit A Budget. In
exceptional cases and upon previous
written approval of the Sponsor, Study
subjects may be reimbursed for reasonable
expenses which exceed maximal amount
specified in Budget.

4.2 Advance Payment for Subject
Travel reimbursement.

Sponsor will provide an Advance
Payment, as defined in ARTICLE IV -
Remuneration, section 4.8 of the
Agreement, of to Institution
following the later of (i) approval by the

Fakultni Nemocnice Brno
MOM-M281-006

3. Zména Zadavatelovy adresy

Kontaktni adresa Zadavatele uvedena ve
Smlouvé v ¢asti 3.1 ¢lanku 3 ,,Povinnosti
Zadavatele bude zménéna na nasledovné:

Pro Zadavatele:

Janssen Research & Development, LLC
1125 Trenton-Harbourton Road
Titusville, NC 08560

USA

Fax: 609-730-6689

K rukim: Admin, Contracting and
Compliance Services

4. Zména Rozpoctu.

Za ucelem zohlednéni zmeén ve sluzbach a
nakladech obsaZenych v této Smlouvé
s ohledem na Dodatek k Protokolu €. 4 ze
dne 20. dubna 2021, smluvni strany
souhlasi s tim, ze Rozpocet pripojeny k
Smlouvé jako priloha B je timto v plném
rozsahu zruSen a nahrazen Revidovanym
Rozpoctem, ktery je piipojen k Dodatku
¢. 1 jako Priloha A.

4.1 Nahrada cestovnich vydaju
studijnim subjektum. CRO zaplati
Centru realné cestovni vydaje studijnich
subjektt souvisejici s navstévami
subjekti, které nepfekro¢i maximalni
¢astku  specifikovanou v Rozpoctu
obsazeném v Pfiloze A. Na zakladé
predchoziho pisemného souhlasu
Zadavatele a ve vyjimeénych pfipadech,
mohou byt uhrazeny i pfiméfené cestovni
naklady piekracujici ¢astku
specifikovanou v Rozpoctu.

4.2  Zalohova platba na cestovné
Subjektu hodnoceni.

Zadavatel  zdravotnickému  zafizeni
poskytne zalohovou platbu, jak je
definovano v CLANKU IV _— Odména,
cast 4.8 smlouvy, ve V}/éi- ato
po (i) schvaleni protokolu ze strany FDA,

Revised October 2021

Page 3 of 10



Confidential

} PRAHEALTHSCIENCES

Czech Republic/ Clinical Trial Agreement Amendment # 1

FDA of the Protocol, or (ii) execution of
the Agreement. The Advance Payment
represents payment made to Institution to
cover patient stipends. After the amount
of the Advance Payment is earned by
Institution for activities performed in
accordance  with the  Agreement,
Institution will be paid in accordance with
Appendix 1. If Institution fails to enroll
sufficient subjects by the end of the
recruitment period, or termination of the
Agreement occurs in accordance with
Article 12 of the Agreement, Institution
will refund to Sponsor/CRO any unearned
portion of the Advance Payment.

The Parties agree that the circumstances of
the Study render an advance payment to
Institution by Sponsor, on behalf of CRO,
necessary for Institution to implement the
Study (“Advance Payment™). Such
Advance Payment shall be used by
Institution solely for the purposes of
carrying out activities necessary for
Institution to conduct the Study, as set
forth below, prior to receiving its first
payment per the budget and payment
schedule set forth in Appendix 1. Any
unearned portion of the Advance Payment
shall be refunded to Sponsor in the event
that Institution does not enroll sufficient
subjects or otherwise fails to earn any
portion of the Advance Payment.

4.3 Unscheduled visits

Unscheduled visits will be reimbursed
in accordance with the rates set forth
in Budget.

4.4 Screening failures
Payee will be reimbursed in

accordance with the rates set forth in
Budget

Fakultni Nemocnice Brno m

nebo (ii) uzavieni smlouvy, podle toho, co
nastane  pozdéji.  Zalohova  platba
predstavuje  platbu  provedenou ve
prospéch zdravotnického zafizeni na
pokryti  vyloh na pacienty. Az
zdravotnické zafizeni odpracuje vys$i
zalohové platby cinnostmi provadénymi
vsouladu stouto smlouvou, bude
zdravotnickému  zafizeni  zaplaceno
v souladu s ptilohou 1. Pokud
zdravotnické zafizeni nezaradi do konce
zatazovaciho obdobi dostatecny pocet
pacienti nebo pokud dojde k pfedasnému
ukonéeni smlouvy v souladu s ¢lankem 12
smlouvy, zdravotnické zatizeni
zadavateli/CRO vrati neodpracovanou ¢ast
zalohové platby.

Smluvni strany souhlasi s tim, Ze okolnosti
studie ¢ini zalohovou platbu ucinénou
zadavatelem jménem CRO ve prospéch
zdravotnického zarizeni nezbytnou
k tomu, aby mohlo zdravotnické zatizeni
studii realizovat (,,zalohova platba™).
Zdravotnické zafizeni pouzije takovou
zalohovou platbu vyhradné pro ucely
provadéni Cinnosti nezbytnych k tomu,
aby zdravotnické zatizeni mohlo provadeét
studii (jak je stanoveno nize) predtim, nez
obdrzi prvni platbu podle rozpoétu a
harmonogramu  plateb  stanovenych
v pfiloze 1. V pfipadé, Ze zdravotnické
zafizeni nezafadi dostateCny pocet
pacienti nebo si zjiného divodu
nezaslouzi jakoukoli ¢ast zalohové platby,
bude jakykoli jeji neodpracovany podil
vracen zadavateli.

4.3 Neplianované navstévy
Neplanované navstévy budou hrazeny
podle sazeb uvedenych v rozpoctu.

4.4 NeuspéSné screeningy

Uhrada pfijemci plateb bude provedena

vsouladu se sazbami uvedenymi Vv
rozpo¢tu.
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5. Ratification of Balance of Agreement

In all other respects, the terms of the
Agreement which are not changed by this
Contract Amendment # 1 are hereby ratified
and affirmed by each of the parties hereto.

6. Headings.

The headings in this Contract Amendment
# 1 are for convenience of reference only
and shall not affect its interpretation.

7. Counterparts.

This Contract Amendment #1 will be
executed in three counterparts, each of
which shall be deemed an original, but
both of which together shall constitute one
and the same instrument.

8. Amendment publication

Parties undertake that Clinical Trial
Agreement and all of its amendments shall
be published in contract registry, in
accordance with Act 340/2015 Coll. as
amended. Centrum shall be responsible for
publishing this amendment in contract
registry. The Parties agree that the
Centrum will publish the version of this
Amendment. CRO will prepare for this
purpose redacted version of the
Amendment and provide such to Centrum,
at the latest on the day of signing this
Amendment.

The value of this Amendment # 1 is CZK
344.376.

9. Language version

This Amendment # 1 is developed in
Czech and English language version, in
cases of conflict between Czech and
English version, Czech version shall
prevail.

Fakultni Nemocnice Brno

5. Potvrzeni obsahu Smlouvy

Smluvni strany timto potvrzuji, Ze
zbyvajici ustanoveni Smlouvy neupravena
timto Dodatkem ¢&. 1 zistavaji v plné
platnosti a u¢innosti.

6. Nadpisy.

Nadpisy uvedené v tomto Dodatku ¢. 1 ke
Smlouvé maji pouze informativni vyznam
a nemaji jakykoliv vliv na vyklad
Smlouvy.

7. Vyhotoveni

Tento Dodatek ¢. 1 je vyhotoven ve tiech
vyhotovenich, z nichz se kazdé vyhotoveni
povazuje za original, ale spoletné
zakladaji jeden a tentyz dokument.

8. Uverejnéni dodatku

Smluvni strany timto berou na védomi a
souhlasi, Zze Smlouva o klinickém
hodnoceni a vSechny jeji minulé i budouci
dodatky podléhaji povinnému uvetejnéni v
souladu se zdkonem ¢&. 340/2015 Sb.. o
registru smluv (dale jen “ZRS”). Za
uvefejnéni bude odpovédné Centrum.
Smluvni strany se dohodly, ze Centrum
uverejni verzi tohoto Dodatku, kterou mu
za timto Uc¢elem pripravi a poskytne CRO
nejpozdéji v den podpisu tohoto Dodatku.

Hodnota Smlouvy ve znéni Dodatku &. 1
¢inni 344.376 K¢.

9. Jazykova verze

Tento Dodatek ¢. 1 je sepsan ve dvou
vyhotovenich v ¢eském a anglickém
jazyce. 'V pfipadé rozporu obou
Jazykovych verzi je rozhodujici ceské
znéni dodatku.

Revised October 2021
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SIGNATURE PAGE FOLLOWS

IN WITNESS WHEREOF the parties hereto,
each by a duly authorized representative, have
executed this Contract Amendment #1.

PRA on behalf of Janssen Research &
Development, LLC

By / Podepsal:
Name / Jméno
Title / Funkce:

Date / Datum:

Center / Centrum

By/Podepsal: _
Name/Iméno: MUD
Title/Funkce: Direct

Date/Datum:

Principal Investigator / Hlavni zkouSejici

By/Podepsal:
Name/Jméno
Title/Funkce:

Date/Datum:

Fakultni Nemocnice Brno
MOM-M281-006

NASLEDUJE PODPISOVA STRANA

NA DUKAZ VYSE UVEDENEHO Smluvni
strany, prostfednictvim jejich fadné povérenych
zastupeu, uzaviraji tento Dodatek ¢. 1.

Revised October 2021
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