PPD Confidential Information

Dodatek 1 ke
Smlouvé o klinickém hodnoceni

Amendment 1 to
Clinical Trial Agreement

Tento dodatek 1 ke smlouvé o klinickém
hodnoceni (,,Dodatek 1) mezi:

This Amendment 1 to Clinical Trial Agreement
(“Amendment 17) between:

Acceleron Pharma Inc

se sidlem na adrese 128 Sidney Street,
Cambridge, MA 02139, USA

(dale jen ,,Zadavatel®)

zastoupen: PPD Investigator Services LLC,
929 North Front St, Wilmington, NC 28401,
USA a jeji pobockou PPD Czech Republic, s.r.o.
Budéjovicka alej

Antala Staska 2027/79

140 00 Praha 4

Czech Republic

Company ID number: 63671077

(dale jen “CRO”)

Acceleron Pharma Inc

with registered office at 128 Sidney Street,
Cambridge, MA 02139, USA

(“Sponsor”)

represented by: PPD Investigator Services
LLC, 929 North Front St, Wilmington, NC
28401, USA and its affiliated

PPD Czech Republic, s.r.o.

Budé¢jovicka alej

Antala StaSka 2027/79

140 00 Praha 4

Czech Republic

Company ID number: 63671077

(hereinafter referred to as the “CRO”)

a and
Institutem  klinické a  experimentalni | Institute for Clinical and Experimental
mediciny, Medicine,

statni prispévkovou organizaci, zfizovaci listina
¢.J. 17268-11/2012 ze dne 29. kvétna 2012, se
sidlem na adrese Videnska 1958/9, 140 21 Praha
4, Ceska republika, zastoupenou Ing. Michalem
Stiborkem, MBA, feditelem

ICO: 00023001

DIC: CZ00023001

(dale jen ,,Centrum®)

State funded organisation, Incorporation deed
no. 17268-11/2012 dated 29th May 2012, with
registered address at Videtiska 1958/9, 140 21
Praha 4, Czech Republic, represented by Ing.
Michal Stiborek, MBA, director.

Company ID no.: 00023001

Tax ID no.: CZ00023001

(hereinafter referred to as the “Center”)

A AND

XXX XXX

trvalym bydlistém na adrese XXX with permanent residence at XXX

Datum nar.: XXX DOB: XXX

(dale jen ,,Hlavni zkouSejici™) (hereinafter referred to as the “Principal
Investigator™)

(Centrum a Hlavni zkouSejici dale spole¢né | (the Center and the Principal Investigator

oznacovani jako ,,Smluvni partneri”)

hereinafter collectively referred to as the

“Contracting Partners”)
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smluvni strany této Smlouvy (dale jen ,strany*
nebo ,.smluvni strany®)

the parties hereto (hereinafter referred to as the
“Parties” or the “Contracting Parties”)

je Dodatkem smlouvy o klinickém hodnoceni
mezi Zadavatelem, Centrem a Hlavnim
zkouSejicim, kterd byla plné€ podepsana dne 25.
fijna 2021 (,,Smlouva®).

shall be an amendment to that certain Clinical
Trial Agreement between Sponsor, Center and
Principal Investigator fully executed on 25
October 2021 (“Agreement”).

SMLUVNIi STRANY PROHLASUJI, ZE

WITNESSETH

VZHLEDEM K TOMU, ze Zadavatel, Centrum
a Hlavni zkouSejici uzavieli Smlouvu, podle
které Centrum/Hlavni zkouSejici poskytuji
Zadavateli urCité sluzby spojené s klinickym
hodnocenim dle protokolu ¢.

A011-11 snazvem: Randomizované, dvojité
zaslepené, placebem kontrolované Kklinické
hodnoceni faze 3 porovnavajici u€innost a
bezpe¢nost sotaterceptu oproti placebu po
pFidani k zakladni 1écbé plicni arteridlni
hypertenze (PAH) p¥i lé¢bé PAH a

VZHLEDEM K TOMU, Ze si Smluvni strany
pteji upravit podminky Smlouvy, jak je
stanoveno v tomto Dodatku 1,

DOHODLY SE Smluvni strany s ohledem na
obsah tohoto Dodatku 1 a s umyslem byt jim
pravné vazany takto:

WHEREAS, Sponsor, Center and Principal
Investigator have entered into the Agreement
pursuant to which the Center/Principal
Investigator provides certain Study services to
Sponsor according to Protocol no. A011-11
entitled: “A Phase 3, Randomized, Double-
Blind, Placebo-Controlled Study to Compare
the Efficacy and Safety of Sotatercept Versus
Placebo When Added to Background
Pulmonary Arterial Hypertension (PAH)
Therapy for the Treatment of PAH” and

WHEREAS, the Parties desire to amend the
terms of the Agreement as set forth herein.

NOW, THEREFORE, for the valuable
consideration contained herein, and intending to
be legally bound, the Parties agree as follows:

1. doplnit smlouvu nasledovné: Priloha ¢. 1
Finanéni podminky bude zcela vymazina a
nahrazena novou Ptilohou ¢ 1 pfipojenou
k tomuto dodatku ke smlouvé a to zdavodu
pfidani nahrad subjektim hodnoceni za
zpusobeny diskomfort pfi ucasti na pravostranné
srde¢ni katetrizaci. Tyto nahrady byly pfidany na
zadost etické komise a jsou platné také zpétn€ od
prvniho subjektu hodnoceni zafazeného do
studie.

1. to update the Agreement with the
following: Appendix 1 Payment schedule will
be deleted in its entirety and replaced by new
Appendix 1 attached to this Agreement
Amendment due to addition of trial subject
reimbursement for discomfort caused by the
participation on RHC. This reimbursement was
added based on Ethics Committee comments and
1s valid also retrospectively since first trial
subject screened.

2. Dodatek 1 se podpisem Smluvnich stran
stane soucasti Smlouvy a veSkeré odkazy na
Smlouvu budou znamenat odkaz na Smlouvu
vcetné Dodatku 1.

2. Upon execution, this Amendment 1 shall
be made a part of the Agreement and shall be
incorporated by reference therein.

3. VSechna ostatni ustanoveni a podminky
Smlouvy ziistavaji v plné platnosti a 0¢innosti. V
ptipadé jakéhokoli rozporu mezi ustanovenimi

3. All other terms and conditions of the
Agreement shall remain in full force and effect.
In the event of any conflict between the terms of
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Smlouvy a tohoto Dodatku 1 budou rozhodujici
a ridici ustanoveni tohoto Dodatku 1.

the Agreement and this Amendment 1, the terms
of this Amendment 1 shall govern and control.

4. Veskera pouzita terminologie, ktera neni blize
definovana v tomto Dodatku 1, bude mit stejny
vyznam, jako je uvedeno ve Smlouve.

Tento Dodatek 1 nabyva platnosti podpisem
viech smluvnich stran a u¢innosti zvefejnénim
vregistru smluv v souladu se zakonem ¢.
340/2015 Sb., o registru smluv v platném znéni.

Tento Dodatek se fidi pravem Ceské republiky a
je vyhotoven ve 3 stejnopisech pficemz kazda
smluvni strana obdrZi po jednom vyhotoveni.

4. All capitalized terms used, but not otherwise
defined herein, shall have the meanings ascribed
to them in the Agreement.

This Amendment 1 becomes valid on the day of
last signature of all Parties and effective upon its
posting in Contract Registry in accordance with
Act no. 340/2015 Coll., on Contract Registry as
amended.

This Amendment 1 is governed by the Czech
law. It is made in three counterparts, whereof
each Party shall receive one copy.

Toto misto bylo zamérné ponechdno prdzdné;
podpisy Smluvnich stran jsou uvedeny na
nasledujici strané.

This space has been intentionally left blank; the
signatures of the Parties are on the following

page.
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NA DUKAZ SOUHLASU se znénim Dodatku
1 pFipojuji Smluvni strany své podpisy niZe.

IN WITNESS OF THEIR CONSENT to this
Amendment 1, the Parties have signed below.

CRO za Zadavatele / CRO on behalf of Sponsor
na ziakladé POA ze dne 23. Fijna 2020 / on the basis of POA dated 23rd October 2020

Podpis/Signature:

Jméno/Name: XXX

Pozice/Title: Associate director, Clinical Operations
Datum/Date: 04.04.2022

Centrum/Center:

Podpis/Signature:

Jméno/Name: Ing. Michal Stiborek, MBA
Pozice/Title:

Datum/Date: 14.04.2022

Hlavni ZkousSejici/Principal Investigator:

Podpis/Signature:
Jméno/Name: XXX
Datum/Date: 08.04.2022
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Priloha ¢. 1 Appendix 1
Finanéni podminky Payment Schedule
XXX
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