AMENDMENT 2 TO CLINICAL TRIAL
AGREEMENT

THIS AMENDMENT 2 TO CLINICAL
TRIAL AGREEMENT (“Amendment 2”), is
effective on the day of the publishing in
accordance with the Act no. 340/2015 Coll. On
the Register of Contracts (“Amendment 2

DODATEK C.2 KE SMLOUVE O
KLINICKEM HODNOCENI

TENTO DODATEK (.2 KE SMLOUVE
O KLINICKEM HODNOCENI (dale ,,Dodatek
¢. 2) nabyva ucinnosti ke dni zvefejnéni dle zakona
¢. 340/2015 Sb., o registru smluv (dale jen ,,.Datum
udinnosti dodatku ¢&. 2°) a je uzaviran mezi:

Effective Date”), is by and among:

Fakultni nemocnice Kralovské Vinohrady,
Srobarova 1150/50, 100 34 Praha 10, Czech
Republic, ID: 00064173, Tax ID: CZ 00064173,
Ref. No. KH 54/2016, cost center: 52105,
represented by Assoc. Prof. MUDr. Robert Grill,
Ph.D., MHA, Director (“Institution”) and

Acerta Pharma LLC, a Delaware limited
liability company, located at 121 Oyster Point
Boulevard, South San Francisco, CA 94080, USA
(“Acerta” or “Sponsor”)

The Institution and Sponsor are hereinafter
individually referred to as a (“Party”) and are
collectively known as the (“Parties™).

The Parties acknowledge that Pharmaceutical
Research Associates CZ, s.r.o., located at
Jankovcova 1569/2¢, Post Code (PSC): 170 00,
Praha 7, Czech Republic, Company ID number:
27636852, Tax ID: CZ27636852, represented by
MUDr. Andrea KI¢, proxy (“PRA” or “CRQO”) is
acting as an independent contractor for Sponsor
to provide certain clinical trial management
services for the Study.

Sponsor desires Institution under the direction of
the Principal Investigator, as defined below, to
study  Acalabrutinib (“Study Drug”) and
Institution is willing to perform certain clinical

trial with respect to the Study Drug (“Study”™).
I, -~ cmploye: of
Internal Hematology Clinic of the Institution,
shall act as principal investigator (“Principal
Investigator”) in relation to the conduct of the

Study. The Parties hereto agree as follows:

Fakultni nemocnici  Kralovské  Vinohrady,
Srobarova 1150/50, 100 34 Praha 10, Ceska
republika, ICO: 00064173, DIC: CZ 00064173, ¢&islo
jednaci: KH 54/2016, nédkladové stiedisko: 52105,
zastoupenou Doc. MUDr. Robertem Grillem, Ph.D.,
MHA, feditelem (dale ,,zdravotnické zatizeni*) a

spolecnosti Acerta Pharma LLC, spolecnost
s ruenim omezenym vedenou u statu Delaware, se
sidlem na adrese 121 Oyster Point Boulevard, South
San Francisco, CA 94080, Spojené staty americké
(dale jen ,,spoleénost Acerta“ nebo ,,zadavatel)

Zdravotnické zafizeni a zadavatel jsou dale
oznaCovani jednotlivé jako (,,smluvni strana®)

a spoleéné jako (,,smluvni strany*).

Smluvni strany berou na védomi, Ze spoleénost
Pharmaceutical Research Associates CZ, s.r.o., ktera
sidli na adrese Jankovcova 1569/2¢, PSC: 170 00,
Praha 7, Ceska republika, IC: 27636852, DIC:
CZ27636852, zastoupena MUDr. Andreou KIg,
prokuristkou (dale jen ,,PRA* nebo ,,CRO%) ptisobi
jako nezavisly dodavatel pro zadavatele, aby
poskytoval urcCit¢ sluzby za uclelem provedeni
klinického hodnoceni pro tuto studii.

Zadavatel si pieje, aby zdravotnické zatizeni pod
vedenim hlavniho zkousejiciho, jak je definovan
nize, provedlo studii pfipravku acalabrutinib (dale
jen ,hodnoceny Iék*), a zdravotnické zafizeni je
ochotno provést klinické hodnoceni zabyvajici se

hodnocenym Iékem (dale  jen ,.studie®).
D oncsvance Intem

hematologické kliniky zdravotnického zafizeni bude
v souvislosti s provadénim této studie jednat v
postaveni hlavniho zkousSejiciho (dale jen ,hlavni
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WITNESSETH:

WHEREAS, under the terms of a certain
Clinical Trial Agreement, effective 17" of
February, 2017 and its Amendment 1, executed
on 4" of May, 2017 (collectively, “Agreement”),
between and among the Parties, Sponsor retained
the Institution to perform the research study
entitled “,, )
bearing Protocol Number , as
may be amended from time to time (“Protocol”)
described in the Agreement; and

WHEREAS, the Parties hereto have
entered into certain additional agreements with
respect to modification of the Agreement, which
they desire to memorialize in this Amendment 2;

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 of Sponsor contracting entity.
In all sections in which it is referenced, Sponsor’s
contracting entity is hereby stricken and replaced
with “Acerta Pharma LLC, a Delaware limited
liability company located at 121 Oyster Point
Boulevard, South San Francisco, CA 94080, USA
(“Acerta” or “Sponsor”)”.

2. Payments and Transfers of Value. The
Agreement is amended to add Section 6 (B) that
shall be read as follows:

“B. Payments and Transfer of Value

The Institution acknowledges and agrees and
shall be responsible for providing data privacy
notice or, where applicable, for obtaining consent
from all Study Site Staff, that the Sponsor and/or
its Affiliates may store, use and publicly disclose
information (including Personal Data) about the
Principal Investigator and the Study Site Staff and
certain Payments or Transfers of Value provided

zkousejici*). Smluvni strany se v souvislosti s tim
dohodly takto:

UVODNI USTANOVENI:

VZHLEDEM K TOMU, ze v souladu
s podminkami  Smlouvy o klinickém hodnoceni
uzaviené dne 17. Unora 2017 ve znéni Dodatku &. 1,
ze dne 4. kvétna 2017 (souhrnné “smlouva”), mezi
Smluvnimi stranami povéfila spoleCnost Acerta
zdravotnické

zafizeni rovadénim  klinického
hodnoceni s nazvem ,, “,
¢. protokolu , vplatném znéni

(dale jen ,,protokol*), na n&jz se Smlouva odkazuje; a

VZHLEDEM K TOMU, Ze smluvni strany
tohoto Dodatku ¢. 2 uzaviely urcité dodatecné
dohody tykajici se dpravy smlouvy, které chtéji
zaznamenat v tomto Dodatku ¢. 2;

NYNI PROTO, po zvazeni vzdjemného
protiplnéni vychazejiciho z uvedenych ptedpokladi
a nésledujicich pfislibt, zavazku apodminek se
smluvni strany dohodly na uzavieni dodatku v tomto
zneni.

1. Zména smluvni spolecnosti zadavatele. Ve
vSech castech, na které se odkazuje, smluvni
spole¢nost zadavatele je timto odstranéna a
nahrazena ,Acerta Pharma LLC, spole¢nost
s ruenim omezenym vedenou u statu Delaware, se
sidlem na adrese 121 Qyster Point Boulevard, South
San Francisco, CA 94080, Spojené staty americké
(déle jen ,,spole¢nost Acerta“ nebo ,,zadavatel“)“.

2. Platby a prevody hodnoty. Smlouva je
pozménéna za ucelem doplnéni ¢asti 6 (B), a to
V tomto znéni:

,,B. Platby a pievody hodnoty

Zdravotnické zafizeni uznava, souhlasi a odpovida za
poskytnuti oznameni o ochrané osobnich udaji nebo
ptipadné za ziskani souhlasu od ¢lend studijniho
tymu, které mohou zadavatel a/nebo jeho pfidruzené
subjekty ukladat, pouzivat a vefejné zpiistupnovat
informace (vCetn€¢ osobnich udaji) o hlavnim
zkousejicim a ¢lenech studijniho tymu a o nékterych
platbach nebo pievodech hodnot, které byly
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to the Institution as required by Laws. Certain
Payments or Transfers of Value may also be
published on an aggregated country level on
public websites, where no individual’s Personal
Data will be revealed.”

3. Budget and Payment Terms. To
account for changes to the budget resulting from
Protocol Amendment 5, Exhibit A, “Budget and
Payment Terms”, of the Agreement is hereby
stricken in its entirety and replaced with the
revised “Budget and Payment Terms” attached
hereto as Exhibit A.

4. General Data Protection Regulation.
Effective May 25, 2018, to ensure compliance
with the General Data Protection Regulation
(regulation EU 2016/679), Exhibit C “Data
Protection” is hereby added to the Agreement,
and attached hereto as Exhibit C.

5. Change of Sponsor Address. In all
sections in which it is referenced, address of
Sponsor is hereby stricken and replaced with the
following:

To Sponsor:

ACERTA PHARMA LLC
121 Qyster Point Boulevard
South San Francisco, CA 94080
USA

legal@acerta-pharma.com
Attention: Legal Department

6. Ratification of Balance of Agreement.
In all other respects, the terms of the Agreement
are hereby ratified and affirmed by each of the
Parties hereto.

7. Headings. The headings in this Amendment
2 are for convenience of reference only and shall
not affect its interpretation.

8. Counterparts. This Amendment 2 shall
be executed in three counterparts, each of which
shall be deemed an original, but all of which
together shall constitute one and the same
document.

poskytnuty  zdravotnickému  zafizeni  podle
pozadavki zakont. Nekteré platby nebo pievody
hodnot mohou byt také zvefejnény na agregované
urovni na vefejnych webovych strankach, na kterych
nebudou odhaleny Zadné osobni udaje.*

3. Rozpocet a platebni podminky. Aby byla
zohlednéna zména rozpoétu V dusledku vydani
dodatku ¢. 5 k Protokolu, Piiloha A, ,,Rozpocet
a platebni podminky*, se timto v pIném rozsahu rusi
anahrazuji se upravenym znénim ,,Rozpocet A
platebni podminky*, které jsou pfilozené k tomuto
dodatku jako Priloha A.

4, Obecné narizeni 0 ochrané osobnich udaji.
Za ulelem splnéni pozadavka Obecného nafizeni
0 ochran¢ osobnich udaji (nafizeni EU 2016/679)
byla smlouva sucinnosti od 25. kvétna 2018
doplnéna 0 zde pfilozenou Pfilohu C ,,Ochrana
osobnich udaja“.

5. Zména adresy zadavatele. Ve vsSech Castech,
ve kterych se odkazuje, je adresa zadavatele
odstranéna a nahrazena timto:

Je-li uréeno zadavateli:
ACERTA PHARMA LLC
121 Qyster Point Boulevard
South San Francisco, CA 94080
USA

legal@acerta-pharma.com

K rukam: Legal Department

6. Potvrzeni zbyvajicich ustanoveni smlouvy.
Ve vSech ostatnich ohledech smluvni strany tohoto
dodatku timto potvrzuji astvrzuji podminky
smlouvy.

7. Nadpisy. Nadpisy jsou v tomto Dodatku ¢. 2
uvadény pouze pro snaz$i orientaci a nemaji vliv na
jeho vyklad.

8. Stejnopisy. Tento Dodatek ¢. 2 bude vyhotoven
ve tfech stejnopisech, z nichz kazdy bude povazovan
za original a vSechny spoleéné budou piedstavovat
jeden a tentyz dokument.
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9. Contract Register. Parties hereby
acknowledge and agree that Institution shall be
obliged to publish this Amendment 2 in
accordance with Act No. 340/2015, On Contract
Register.

10. Upon execution, this Amendment 2 shall
be made a part of the Agreement and shall be
incorporated by reference in the Agreement.
Except as provided herein, all other terms and
conditions of the Agreement shall remain in full
force and effect. In the event of any conflict
between the Agreement and this Amendment 2,
the terms of the Agreement shall govern and
control.

[Remainder of page intentionally left blank]

9. Registr smluv. Smluvni strany timto berou na
védomi a souhlasi, Ze zdravotnické =zafizeni je
povinno zvefejnit tento Dodatek ¢. 2 v souladu se
zak. ¢. 340/2015 Sh., o Registru smluv.

10. Po uzavieni tohoto Dodatku ¢. 2 se stava
soucasti smlouvy a bude zalenén odkazem ke
Smlouvé. S vyjimkou ustanoveni uvedenych v tomto
dokumentu zlstavaji v platnosti vSechny ostatni
podminky smlouvy. V piipadé jakéhokoli rozporu

mezi smlouvou a timto Dodatkem ¢&. 2 budou mit
prednost a budou rozhodujici ustanoveni smlouvy.

[Zbyvajici ast stranky byla umysiné ponechdna
prazdna]
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IN WITNESS WHEREOF, the Parties hereto, NA DUKAZ SOUHLASU podepsaly smluvni
each by a duly authorized representative, have strany tento Dodatek ¢. 2 prostfednictvim svych
executed this Amendment 2 on the date(s) fadné opravnénych zastupct Vnize uvedenych
indicated below, but effective for all purposes as dnech, ale a¢innym se stva pro vSechny tcéely v Den
of the Amendment 2 Effective Date. uc¢innosti Dodatku ¢. 2.

ACERTA PHARMA LLC

By / Podpis:

Name / Jméno:

Title / Funkce:

Date / Datum:

FAKULTNI NEMOCNICE KRALOVSKE VINOHRADY

By / Podpis:

Name / Jméno: Assoc. Prof. MUDr. Robert Grill, Ph.D., MHA
Title / Funkce: Director / Reditel

Date / Datum:

“Read and acknowledged” / “pro uznani a prijeti”

By / Podpis:

Name / Jméno: [N

Title / Funkce: Principal Investigator / hlavni zkous$ejici

Date / Datum:
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EXHIBIT A / PRILOHA A ) )
BUDGET A PAYMENT TERMS / ROZPOCET A PLATEBNI PODMINKY

[Exhibit A is kept blank based on non-disclosure  [Pfiloha A je ponechana prazdna dle ujednani o
agreement] nezveftejiiovani]
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EXHIBIT C/PRILOHAC =
DATA PROTECTION / OCHRANA OSOBNICH UDAJU

[Exhibit C is kept blank based on non-disclosure [Pfiloha C je ponechana prazdna dle ujednéani o
agreement] nezvetejiiovani]
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