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FIRST AMENDMENT
TO
CLINICAL TRIAL AGREEMENT

PRVNi DODATEK
v KE ra r
SMLOUVE O KLINICKEM HODNOCENI

This FIRST AMENDMENT is made on the date
(“Effective Date”) by and between:

PRVNI DODATEK se uzavirda dne
(dale jen "Datum ucinnosti") mezi

témito Smluvnimi stranami:

Tento

Chiltern International s.r.0., Business Centrum
Zalesi

Building A2, Pod Visnovkou 1661/31, 140 00 Praha 4
- Kre, Czech Republic, company ID No.: 281 78 777,
tax ID No. CZ28178777, registered in the Commercial
Register maintained by the Municipal Court in Prague,
section C., Insert: 130938, represented by Dariusz
Walach, MD (hereinafter referred to as “Chiltern”);
and

Krajska nemocnice T. Bati, a.s., HavliCckovo nabfezi
600, 762 75 Zlin, Czech Republic, company ID No.:
27661989, tax ld: CZ27661989, registered in the
Commercial Register maintained by the County Court
in Brno, section B, Insert: 4437, represented by MUDr.
Radomir Maracek, chairman of Board of Directors ang
Ing. Vlastimil Vajdak, Member of Borad of Directors,
(hereinafter referred to as “Institution”) and

I it business address at

Krajska nemocnice T. Bati, a.s., Havlickovo nabfezi
600, 762 75 Zlin, Czech Republic (hereinafter referred
to as “Investigator”)

Chiltern International s.r.o., Business Centrum
Zalesi Budova A2, Pod ViSiovkou 1661/31, 140 00
Praha 4 — Kr&, Ceska republika, IC: 281 78 777, DIC:
CZ28178777, spole€nost v obchodnim rejstfiku
vedeném Méstskym soudem v Praze, oddil C, vloZka:
130938, zastoupena MUDr. Dariuszem Walachem
(dale jen "Chiltern"); a

Krajska nemocnice T. Bati, a.s., Havlickovo nabfezi
600, 762 75 Zlin, Ceska republika, IC: 27661989, DIC:
CZ27661989, spoleénost zapsana v obchodnim
rejstfiku u Krajského soudu v Brné, oddil B, vioZzka
4437, zastoupena MUDr. Radomirem Marackem,
pfedsedou pfedstavenstva a Ing. Vlastimilem
Vajdakem, Clenem pfedstavenstva, (déle jen
"Zdravotnické zafizeni") a

I s pracovistém na adrese

Krajska nemocnice T. Bati, a.s., Havlickovo nabrezi
600, 762 75 Zlin, Ceska republika, (dale jen
"Zkousejici")

WHEREAS, Chiltern, Institution and Investigator
entered into the Clinical Trial Agreement on 03
November 2017 relating to clinical trial services (the
‘Agreement”) in connection with Boston Biomedical,
Inc. (“Sponsor”) clinical trial entitled, “A Phase Ill Study
of BBI-608 plus nab-Paclitaxel with Gemcitabine in
Adult  Patients  with  Metastatic ~ Pancreatic
Adenocarcinoma” (“Study”) according to Sponsor's
protocol number CanStem111P incorporated herein
by reference (“Protocol’); and

JELIKOZ spole¢nost Chiltern, Zdravotnické zafizeni a
ZkouSejici uzavfeli 3. listopadu 2017 smlouvu
o provedeni  Klinického hodnoceni  tykajici se
poskytnuti sluzeb vramci Kklinického hodnoceni
(ysmlouva®) v souvislosti s klinickym hodnocenim
spoleCnosti Boston Biomedical, Inc. (,zadavatel®),
s nazvem ,Studie pfipravku BBI-608 faze Il plus nab-
Paclitaxel s gemcitabinem u dospélych pacientt s
metastatickym —adenokarcinomem  slinivky  bfisni*
(,studie®) provadénym podle protokolu zadavatele
Cislo CanStem111P zaclenéného zde formou odkazu
(,protokol) a

WHEREAS, the parties desire to amend the
Agreement to add information regarding the
Antidiarrheal and Anti-Emetic Concomitant Medication
as further described herein.

VZHLEDEM KTOMU, Ze si smluvni strany pfeji
upravit smlouvu doplnénim informaci tykajicich
se soubézné lécby antiemetiky a antidiaroiky tak, jak
je uvedeno nize.

NOW, THEREFORE, in consideration of the mutual
agreements of the undersigned and for good and
valuable consideration, the parties hereto agree to
amend the Agreement as follows:

The following text is inserted it the Section 7 of the
agreement ;

TIMTO SE STRANY po vzijemné dohodé
podepsanych zastupcu a po fadné a hodnotné uvaze,
dohodly upravit smlouvu nésledovné:

Odstavec 7 smlouvy se dopliiuje od nasleduijici text :
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“i) Antidiarrheal and Anti-Emetic Concomitant
Medication

Antidiarrheal (Loperamide or equivalent formulation)
and Anti-Emetic (Ondasentron or other anti-emetic)
Concomitant Medication will be purchased by the site
for managing Study Drug associated AEs as per
protocol recommendations and will be reimbursed by
Chiltern based on the separate invoice from
Institution/Investigator. Investigator will maintain a
record of dispensing which will be provided on ongoing
basis for monitoring purposes for reconciliation.”

»i) Soubézna lécba antiemetiky a antidiaroiky

Antiemetika (Ondasentron nebo jiné antiemetikum) a
antidiaroika (Loperamid nebo odpovidajici pfipravek)
ur€ené ksoubézné 1éCbé budou zakoupeny
Poskytovatelem ke zvladani neZadoucich pfihod
spojenych se studijnim Iékem, jak je doporuceno
protokolem. Spole¢nost Chiltern uhradi Poskytovateli
naklady na soubéznou Ié¢bu antiemetiky a antidiaroiky
na zakladé samostatné faktury vystavené
Poskytovatelem. ZkouSejici povede zéznamy o

vydavani pfipravkl. Zaznamy budou v ramci
monitorovani studie pfedkladany pribézné ke
kontrole.”

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 Amendment, capitalized terms used
herein shall have the same meaning defined in the
Agreement.

S vyjimkou specifickych pfipadi stanovenych touto
smlouvou budou vSechny ostatni podminky uvedené
ve smlouvé i nadale pIné platné a uéinné. Pokud tento
dodatek nestanovi jinak, pojmy vném pouZité
a definované v uvozovkach na zacatku dodatku maji
tentyZ vyznam jako pojmy definované ve smlouvé.

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

NA DUKAZ TOHO podepsali zplnomocnéni zastupci
smluvnich stran tuto smlouvu s platnosti od data
ucinnosti uvedeného vyse a vzajemné si pfedali jeji
vyhotoveni.

Accepted and Agreed:
CHILTERN INTERNATIONAL s.r.0.

Signature /Podpis:____ NENENEEE

Printed Name / Jméno: MUDr. DARIUSZ WALACH

Title / Funkce: Executive Manager / Jednatel

Date / Datum: _

Krajska nemocnice T. Bati, a.s

Signature /Podpis: [ NNEEEN

Printed Name / Jméno:

MUDr. RADOMIR MARACEK

Title / Funkce:

predseda predstavenstva/ chairman of Board of Directors

Date/Datum:___ [N
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Signature /Podpis: NN

Printed Name / Jméno: Ing. VLASTIMIL VAJDAK

Title / Funkce:_ €len predstavenstva/ Member of Board of Directors

Dete /Dot [

]
Signature /Podpis:______ | G

Title / Funkce: Investigator / Zkousejici

Date/Datum: NN
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