Attachment 1 to SOP CL-701-009 v 01

AMENDMENT #1 TO STUDY

AGREEMENT
€. 08/0vz/15/007-P

DODATEK ¢&. 1 KE SMLOUVE

O STUDII
€. 08/0vz/15/007-P

between

mezi

Nordic Nanovector ASA (Sponsor)

NordicNanovector ASA (Zadavatel)
Kjelsasveien 168B

Kjelsasveien 168B N-0884 Oslo
N-0884 Oslo, Norsko
Norway IC: 994297422
Org. no. 994297422
and a

Fakultni nemocnice Ostrava
with a registered address at
17. listopadu 1790/5

807 52 Ostrava- Poruba
Czech Republic

ID: 00843989

VAT ID: CZ00843989

Deed of Foundation by Ministry of
Health, Czech Republic dated 25
Nov1990; ref.nr. OP-054-25.11.90,

In matters of this Agreement is
authorized to act and sign Josef Srovnal,
MD. , the Deputy Director for medical
care (hereinafter called the “Institution”).

Fakultni nemocnice Ostrava
se sidlem na adrese

17. listopadu 1790/5

807 52 Ostrava- Poruba
Ceska republika

IC: 00843989

DIC: CZ00843989

Zfizovaci listina MZ CR ze dne 25.
listopadu 1990 ¢.j. OP-054-25.11.90

Ve vécech této smlouvy je oprdvnén
jednat a podepisovat: MUDr. Josef
Srovnal, ndméstek feditele pro l1é¢ebnou
péci (dale jen , Zdravotnické zatizeni”).

and

) I
Q

(hereinafter called the “Investigator”)

(dale jen , Zkousejici“)

FOR STUDY

KE STUDII

A phase I/l study of 177Lu-HH1
(Betalutin™)  radioimmunotherapy for
treatment of relapsed CD37+ non-
Hodgkin lymphoma (LYMRIT-37-01)

Faze I/l klinické studie radioimunoterapie
pripravkem 177Lu-HH1 (Betalutin™) v
|é¢bé recidivujiciho CD37+ non-
Hodgkinova lymfomu (LYMRIT-37-01).

This Amendment # 1(,Amendment”)
relates to the Study Agreement between
Nordic Nanovector ASA, (“Sponsor”),

Tento dodatek €. 1 (dale jen ,,dodatek”)
se tyka smlouvy o provedeni studie
uzaviené mezi spole¢nosti Nordic
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Fakultni nemocnice Ostrava Nanovector ASA, (,,Zadavatel”), Fakultni

(“Institution”) and [ nemocnici Ostrava (,,zdravotnické

I Principal Investigator”), zatizeni“) a | NN

with an effective date 03Nov2015 I (.Hlavni zkousejici”), s

(“Agreement”). datem Gcinnosti 3. listopadu 2015 (déle
jen ,,smlouva“).

This Amendment is effective as of the Tento dodatek je ucinny od data podpisu

date of the last signature. posledni smluvni strany.

The parties agree to the following Strany souhlasi s nasledujicimi Gpravami

modifications in the Agreement: smlouvy:

The current EXHIBIT A - STUDY BUDGET Stavajici PRILOHA A - ROZPOCET STUDIE

of the Agreement is hereby deleted and smlouvy se timto rusi a nahrazuje se

replaced with the new (updated) novou (aktualizovanou) PRILOHOU A

ATTACHMENT A, attached hereto at pfilozenou zde v pfiloze 1.

EXHIBIT 1.

All other terms and conditions of Study Vsechna ustanoveni a podminky smlouvy

No. 08/0VZ/15/007-P Agreement not o studii ¢. 08/0VZ/15/007-P, které nejsou

affected by this Amendment shall remain dotceny timto dodatkem, z(stavaji plné

in full force and effect. platné a ucinné.

Investigator / Zkousejici

Name / Jméno: | I Signature / Podpis Date /

Datum
Title / Titul: Investigator / Zkousejici
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Sponsor

Name /Jméno: | NN Signature / Podpis Date /

Datum
Title / Titul: ||
Nordic Nanovector ASA

Name / Jméno: | IR Signature / Podpis Date /

Datum
Title / Titul: |
Nordic Nanovector ASA

Institution / Zdravotnickézafizeni

Name / Jméno: MUDr. Josef Srovnal Signature / Podpis Date

/Datum
Title / Titul: ndméstek reditele pro

|éCebnou péci
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STUDY AGREEMENT
€. 08/0vz/15/007-P

SMLOUVA O STuUDII
€. 08/0vz/15/007-P

between

mezi

Nordic Nanovector ASA (Sponsor)
Kjelsasveien 168B

NordicNanovector ASA (Zadavatel)
Kjelsasveien 168B

N-0884 Oslo N-0884 Oslo
Norway Norsko
Org. no. 994297422 IC: 994297422
and a

Fakultni nemocnice Ostrava
with a place of business at
17. listopadu 1790/5

807 52 Ostrava- Poruba
Czech Republic

ID: 00843989

VAT ID: CZ00843989

Deed of Foundation by Ministry of
Health, Czech Republic dated 25
Nov1990; ref.nr. OP-054-25.11.90,

In matters of this Agreement is
authorized to act and sign Josef Srovnal,
MD., the Deputy Director for medical
care

(hereinafter called the “Institution”).

Fakultni nemocnice Ostrava
17. listopadu 1790/5

807 52 Ostrava- Poruba
Ceska republika

IC: 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: MUDr. Josef
Srovnal, naméstek reditele pro lIé¢ebnou
péci

(dale jen ,Zdravotnické zaftizeni).

and

(hereinafter called the “Investigator”)

(dale jen ,Zkousejici”)

(each a “Party” and together the
“Parties”. “Institution” (defined below)
and the Investigator (defined below) are
hereinafter called “Institution”/
Investigator” when it is intended that

(kazda ze stran, dale jen jako “Smluvni
strana” a spolecné jako “Smluvni strany”.
,Zdravotnické zarizeni“) (jak je
definovdno nize) a Zkousejici (jak je
definovan vyse) se dale nazyvaji jako
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they be referred to jointly.)

“Zdravotnické zatizeni/Zkousejici”, maji-li
se zminovat spolecné.)

FOR STUDY

KE STUDII

A phase I/l study of 177Lu-HH1
(Betalutin™)  radioimmunotherapy for
treatment of relapsed CD37+ non-
Hodgkin lymphoma (LYMRIT-37-01)

Faze I/l klinické studie radioimunoterapie
pfipravkem 177Lu-HH1 (Betalutin™) v
|éCbé recidivujiciho CD37+ non-
Hodgkinova lymfomu (LYMRIT-37-01).

INTRODUCTION

uvoD

This Agreement describes the financial
details and conditions related to the
conduct of the Study described in:

Tato Smlouva popisuje finanéni aspekty a
podminky se vztahem k provadéni Studie
popsané v:

Protocol:
EudraCT number:2011-00033-36/LYMRIT-
37-01

Protokolu:
EudraCT ¢.: 2011-00033-36/LYMRIT-37-01

DEFINITIONS

DEFINICE

The following definitions shall apply:

Budou platit nasledujici definice:

“Agreement”

“Smlouva”

shall mean this study agreement

znamena tuto smlouvu o studii

“CRFs”

MCRFM

shall mean Case Report Forms,
either electronic (eCRFs) or paper version

Znamena Case Report Form — zaznam
subjektu hodnoceni, a to bud'v
elektronické (eCRF) nebo tisténé podobé

MCECII

a“« M E KII

shall mean Central Ethics Committee

Znamena Multicentricka eticka
komise

“Sponsor” “Zadavatel”
shall mean Nordic Nanovector ASA Znamena Nordic Nanovector ASA
MICHII llICHII

shall mean The International Conference
on Harmonisation of Technical
Requirements for Registration of
Pharmaceuticals for Human Use

Znamena Mezinarodni konferenci pro
harmonizaci technickych pozadavk( na
registraci humannich léciv

“Institution”

“Zdravotnické zafizeni”

shall mean: Fakultni nemocnice Ostrava
17. listopadu 1790/5

Znamena: Fakultni nemocnice Ostrava
17. listopadu 1790/5
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807 52 Ostrava- Poruba
Czech Republic

807 52 Ostrava- Poruba
Ceska republika

"Investigational Product"

"Hodnoceny lék"

shall mean the medicinal product to be
tested and used in this Study, as specified
in the Protocol

Znamena lécivy pripravek, ktery se bude
hodnotit a pouzivat béhem této Studie,
jak je uvedeno v Protokolu

“Investigator”

“Zkousejici”

shall mean [

Il \who is responsible for the conduct
of the Study at Institution in accordance
with, this Agreement and the Protocol

znamend [N
Il '¢kar zodpovédny za provadéni
Studie ve Zdravotnickém zafizeni dle této
Smlouvy a Protokolu.

“Investigator’s Brochure”

“Ptirucka zkousejiciho”

shall mean a compilation of the clinical
and non-clinical data on the
Investigational Product that is relevant to
the study of the Investigational Product in
human subjects

Znamena souhrn klinickych a neklinickych
udajl o Hodnoceném léku, které jsou
vyznamné pro provedeni studie s
Hodnocenym lékem s Ucasti lidi

"Monitor"

"Monitor"

shall mean the person representing
sponsor who monitors that the Study is
conducted, recorded and reported in
accordance with the Protocol, standard
operating procedures and applicable
rules and regulations and also ensures
that the Study has the agreed progression

znamena osobu zastupujici Zadavatele,
ktera monitoruje to, zda je Studie
provadéna, zaznamendvana a ohlasovana
v souladu s Protokolem, vykondvacimi
smérnicemi a prislusnymi pravidly a
nafizenimi, jakoz i zajistuje, aby Studie
vykazovala odsouhlaseny vyvoj

“National Coordinating Investigator”

“Narodni koordinujici Zkousejici”

shall mean N

znamen [

“Protocol”

“Protokol”

shall mean EudraCT number: 2011-
00033-36/LYMRIT-37-01/ A phase I/l
study of 177Lu-HH1

(Betalutin™) radioimmunotherapy for
reatment of relapsed CD37+ non-Hodgkin
lymphoma LYMRIT-37-01). The Protocol
(as amended by any potential addenda)
is appended to this Agreement by way of
this reference as Appendix 1 and shall be
deemed to be part of it.

Znamend EudraCT ¢.: 2011-00033-
36/LYMRIT-37-01/ Faze I/Il klinické
studie radioimunoterapie ptipravkem
177Lu--HH1 (Betalutin™) v lécbé
recidivujictho CD37+ non-Hodgkinova
lymfomu(LYMRIT-37-01). Protokol (ve
znéni pripadnych dodatk) je k této
Smlouvé pfiloZzen timto odkazem jakoZto
Ptiloha 1 a povaZuje se za jeji soucast.

“Qualified Patient”

“Kvalifikovany pacient”

shall mean a patient who satisfies the
protocol inclusion/exclusion criteria and
completes the entire Study per the
Protocol.

znamena pacienta, ktery splnil kritéria
kritéria protokolu pro
zafazeni/nevytazeni a

dokoncil celou Studii dle Protokolu.

MSAE(S)"

llSAE"

shall mean Serious Adverse Event(s)

Znamena zavazné nezadouci ptihody

MSU KL”

llSU KLII
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shall mean State Institute for Control of
Drugs

Znamena Statni Ustav pro kontrolu IécCiv

llstudy"

“Studie”

shall mean the clinical trial conducted in
accordance with this Agreement and the
Protocol, with protocol; EudraCT number:
2011-00033-36/LYMRIT-37-01/ A phase
I/1l study of 177Lu-HH1

(Betalutin™) radioimmunotherapy for
treatment of relapsed CD37+ non-
Hodgkin lymphoma (LYMRIT-37-01).

Znamena klinické hodnoceni provadéné
v souladu s touto Smlouvou a
Protokolem, dle Protokolu; EudraCT ¢.:
2011-00033-36/LYMRIT-37-01/ Faze I/Il
klinické studie 177Lu-HH1 (Betalutin™) v
|é¢bé recidivujiciho CD37+ non-
Hodgkinova lymfomu(LYMRIT-37-01).

“Sub-investigators”

“Spolupracujici zkousejici”

shall mean any individual designated and
supervised by the Investigator to perform
critical Study-related procedures and/or
make important Study related decisions
in accordance with this Agreement and
the Protocol

Znamena jakoukoliv osobu stanovenou a

dozorovanou Zkousejicim v souvislosti se

stézejnimi postupy souvisejicimi se studii

a/nebo s ¢inénim vyznamnych rozhodnuti
souvisejicich se Studii a v souvislosti

s touto Smlouvou a Protokolem

“Subjects”

“Subjekty”

shall mean subjects recruited into the
Study

znamena Subjekty naboru pro tuto Studii

“Target Number”

“Cilovy pocet”

shall mean the number of subjects to be
randomised pursuant to section 4.4 of
this Agreement

Znamena pocet Subjekt(, které se maji
randomizovat dle odstavce 4.4 této
Smlouvy

THE STUDY

STUDIE

3.1

Approvals

Schvaleni

Prior to the commencement of the Study,
The Sponsor shall have obtained all
necessary approvals from the relevant
authorities in accordance with applicable
national laws and regulations, guidelines
and relevant codes of practice.

When conducting the Study, the
contractual parties will ad here to valid
legal provisions, including Act No.
378/2007 Coll. On Pharmaceuticals, as
amended, Act No. 372/2011 Coll.,, On
Health care Services, as amended, Decree
No. 226/2008 Coll. On Good Clinical
Practice and closer conditions of clinical
trials, as amended and Act No. 101/2000

Pfed zahajenim Studie ziska Zadavatel od
prislusSnych uradd dle platnych mistnich
zdkon( a nafizeni, smérnic a pfislusnych
provadécich predpisu veskera
pozadovana schvdleni.

Smluvni strany se budou pti realizaci
Studie fidit platnymi pravnimi predpisy,
véetné zakona ¢. 378/2007 Sb. o lé¢ivech,
v platném znéni, zdkona ¢. 372/2011 Sb.,
o zdravotnich sluzbach, v platném znéni,
vyhlasky ¢. 226/2008 Sb. o spravné
klinické praxi a blizSich podminkach
klinického hodnoceni, v platném znéni a
zakona ¢. 101/2000 Sb.,, o ochrané
osobnich udajl, v platném znéni.
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Coll., On Protection of Personal Data, as
amended.

The Sponsor and the Investigator hereby
declare not to conclude any legal relation
ship regard less whether related with this
clinical study or not, without the
agreement having been expressed by the
Institution. The contractual parties
hereby declare that no conflict of
interests exists on their side, whether
offinancialor non-financial nature, that
could hamper a proper conduct of the
clinical study in accordance with
generally valid regulation sand regulatory
requirements (namely Good Clinical
Practice).

Zadavatel a zkousejici prohlasuji, Ze
neuzaviou zadny pravni vztah bez ohledu
na to, zda se vztahuje ktomuto
klinickému hodnoceni, aniz by stim
zdravotnické zafizeni vyjadfilo souhlas.
Smluvni strany timto prohlasuji, Ze z jejich
strany neexistuje Zadny stfet zajmQ
financni ¢i nefinanéni povahy, ktery by
branil fadné realizaci klinického
hodnoceni v souladu s obecné platnymi
predpisy a regulaénimi  poZadavky
(zejména se spravnou klinickou praxi).

3.2

Investigational Product

Hodnoceny lék

Sponsor will provide a sufficient amount
of Investigational Product, free of charge
for the specific use described in the
Protocol. The study drug Rituximab will
be provided by Pharmacy and reimbursed
to the Pharmacy by Sponsor. Neither
Institution nor the Investigator/Sub-
investigators or any other personnel may
use or dispose of the Investigational
Product in any way other than as
specified in the Protocol.

Pursuant to Decree No. 226/2008 Coll., as
amended, the study drugs (HH1 and
Rituximab) will be stored in the
Institutional pharmacy, which commits to
ad here to the conditions of Good
Pharmaceutical Practice, related SIDC
guidances and assure sthat only
authorized persons will handle the study
drug. The study drug Betalutin will be
stored in the nuclear medicine
department. The Institutional pharmacy
will be responsible for receipt of the
shipment of the study drug and release of

Zadavatel poskytne pro specifické pouziti
popsané v Protokolu zdarma dostatecné
mnozZstvi Hodnoceného léku. Hodnocené
|é¢ivo Rituximab bude zajisténo lékarnou
a nasledné [ékarné proplaceno
sponzorem. Ani Zdravotnické zafizeni ani
Zkousejici/Spolupracujici zkousejici ¢i jiny
persondl nemohou Hodnoceny Iék
pouzivat ani likvidovat jakymkoliv jinym
zplisobem nez je uvedeno v Protokolu.

Hodnocené léc¢ivo, HH1 a Rituximab,
bude v souladu s vyhlaskou ¢. 226/2008
Sb., vplatném znéni, uskladnéno
v Lékarné zdravotnického zafizeni, ktera
se zavazuje dodrzovat podminky spravné
lékarenské praxe, souvisejici pokyny SUKL
a zarucuje manipulaci slécivem pouze
opravnénymi osobami. Hodnocené IéCivo
Betalutin bude skladovdno na oddéleni
nuklearni mediciny. Lékarna
Zdravotnického zafizeni bude zodpovidat
za prijem zasilky Hodnoceného léciva a
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study drug to the Principal Investigator or
person entrusted by him/her. The study
drug that will not be used during the
study will be returned to the Sponsor by
the Institution and Principal Investigator.
Upon the Sponsor’'s appeal, the
Institution shall assure the disposal of the
study drug at the expense and according
to the instructions of the Sponsor. This
provision as well pertains to all drugs as
delivered by the Sponsor during the
clinical study, which shelf life has expired.

vydej Hodnoceného Iéc¢iva Hlavnimu
zkousejicimu nebo jim povérené osobé.
Hodnocené |écivo, které nebude pouzito
v ramci klinického hodnoceni, vrati
Zdravotnické zafizeni a Hlavni zkousejici
zadavateli. Na vyzvu Zadavatele zajisti
Zdravotnické zafizeni jejich likvidaci na
naklady a dle pokynli Zadavatele. Toto
ustanoveni se vztahuje i na veskera léCiva
dodana Zadavatelem vramci klinického
hodnoceni, u nichz ubéhla doba
pouzitelnosti.

3.3

Recruitment and recruitment plan

Ndabor a naborovy plan

Expected first Sep15
Subject first visit

(FSFV):

Competitive yes

Recruitment

Expected last Jull6
Subject first visit

(LSFV):

Expected last Jul21

Subject last visit
(LSLV):

Target Number of 30
randomised
patients*

Ocekavana prvni zari2015
navstéva prvniho
Subjektu (FSFV):

Kompetitivni ano
nabor

Ocekavana prvni Cervenec 2016
navstéva

posledniho

Subjektu (LSFV):

Ocekavana cervenec 2021
posledni navstéva
posledniho

Subjektu (LSLV):

Cilovy pocet 30
randomizovanych
pacient0*

*Continued recruitment once the Target
Number is reached, requires prior written
approval from Sponsor.

Investigator shall exert any effort to
enroll target number of study subjects.

*Dals$i nabor subjektd po dosazeni
cilového poctu vyzaduje predchozi
pisemné schvaleni Zadavatelem.
Zkousejici vyvine veskeré usili, aby zaradil
cilovy pocet subjektl hodnoceni.
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Sponsor reserves the right to end the
Study if any of the following apply:

Zadavatel si vyhrazuje pravo ukoncit
Studii, pokud dojde k nékteré
z nasledujicich udalosti:

e screening/recruitment of Subjects
have not begun within 4 weeks of
Institution’s initiation,

e Subject recruitment deviates
significantly from the above
recruitment plan, and there is no
documented evidence of an adequate
Subject pool for future inclusion
(completed telephone interviews, pre-
screening log, Subject appointments)

e See Section 15.

e vybér/ndbor Subjektl nebyl zahajen
béhem 4 tydnd od iniciace
Zdravotnického zafizeni,

e ndbor Subjektl se vyznamné odchyli
od vySe uvedeného naborového planu
a neexistuje zdokumentovany dlkaz o
adekvatni rezervé Subjektl pro dalsi
zarazovani (dokoncené telefonické
pohovory, zdznam o predvybéru,
navstévy Subjektu)

e Viz. ¢lanek 15.

3.5 Serious Adverse Events Zavainé nezadouci prihody
The Investigator must report all SAE to Zkousejici musi neprodlené nahlasit
Sponsor immediately by completing the veskeré SAE Zadavateli formou
SAE form in the CRF and submitting it vyplnéného formulare SAE v CRF a jeho
within 24 hours of the Investigator's predlozenim do 24 hodin od prvniho
initial knowledge of the event. zjisténi prihody Zkousejicim.

3.6 Protocol Amendments Dodatky Protokolu a smlouvy
If, during the course of the Study, a Zména smlouvy vyZaduje dodatek
Protocol amendment is required, this will v pisemné podobé. Bude-li kdykoliv
be administered by Sponsor and must be béhem Studie nutné doplnéni Protokolu,
approved by SUKL and respective Ethics musi jeho dodatek poskytnout Zadavatel
committees in accordance with national a musi jej schvalit SUKL a pfislusné Etické
laws and regulations. The amended komise vsouladu s mistné platnymi
Protocol shall be signed by Sponsor, and zdkony a nafizenimi. Dodatek Protokolu
Investigator, and enclosed to this podepiSe Zadavatel i Zkousejici a bude
Agreement. pfipojen k této Smlouvé.

4 INVESTIGATOR AND OTHER STUDY ZKOUSEJICi A DALSI STUDIJNi PERSONAL
PERSONNEL

4.1 Appointment of Principal Investigator Jmenovani Hlavniho ZkousSejiciho

The Investigator for this study is:

Zkousejicimi pro tuto studii jsou:
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Investigator's |

name:

Institution Fakultni nemocnice

name: Ostrava

Institution 17. listopadu 1790/5,

address: 708 52 Ostrava-
Poruba, Czech
Republic

]
Jméno I
Zkousejiciho:
Nazev Fakultni nemocnice
zdravotnického Ostrava
zarizeni:
Adresa 17. listopadu
zdravotnického 1790/5, 708 52
zarizeni: Ostrava-Poruba,

Ceska republika

4.2

Change of Investigator

Zména Zkousejiciho

If, due to unforeseen circumstances the
Investigator must  withdraw  from
participating in the Study, Sponsor must
be informed immediately. In such an
event Institution /Investigator will make
every effort to identify a qualified
successor as quickly as possible to ensure
safety and continuity of treatment for
Subjects already entered in the Study.
Subsequent to approval by Sponsor, all
parties will sign an amendment to this
Agreement. The removal of an
investigator does not affect Institution’s
obligations to timely perform their tasks
under this Agreement up to effective
date of termination.

Bude-li muset, z divodu neocekavanych
okolnosti, Zkousejici ukoncit svou ucast
ve Studii, musi o tom byt Zadavatel
neprodlené informovan. V takovém
pfipadé Zdravotnické zafizeni/Zkousejici
vynalozi maximalni usili ke stanoveni jeho
kvalifikovaného nastupce v co nejkratSim
Case, aby byla zaru¢ena bezpecnost a
kontinuita lécby téch Subjektl, které jiz
byly zafazeny do Studie. Po udéleni
souhlasu Zadavatelem podepisi vSechny
smluvni strany dodatek k této Smlouvé.
Vyfazeni zkoulejiciho nijak neméni
zavazek Zdravotnického zafizeni
k v€asnému plnéni uloh dle této Smlouvy,
a to az do data ucinnosti ukonceni jeji
platnosti.

4.3

Institution’s/Investigator’s
Responsibility

Povinnosti Zdravotnického
zafizeni/Zkousejiciho

Institution /Investigator shall be qualified
to conduct the Study and shall appoint
appropriately qualified individuals to
assist in the conduct of the Study.
Institution/Investigator shall at all times
ensure that a sufficient number of
qualified Sub-investigators and other
personnel contribute in the conduct of
the Study.

Zdravotnické zatizeni/Zkousejici budou
zpUsobili provadét Studii a urci prislusné
kvalifikované osoby pro spolupraci pfi
jejim provadéni. Zdravotnické
zatizeni/Zkousejici zajisti, aby pfi
provadeéni Studie v kazdém okamziku
spolupracoval dostate¢ny pocet
kvalifikovanych Spolupracujicich
zkousejicich a dalsiho personalu.
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Institution/Investigator is responsible for
ensuring that the Study is conducted in
accordance with the Protocol, this
Agreement and all applicable national
and international laws and guidelines (cf.
section 3 in this Agreement).

Zdravotnické zafizeni/Zkousejici je
zodpovédna/y za zajisténi toho, aby byla
Studie provadéna v souladu s
Protokolem, touto Smlouvou a veskerymi
pfisluSnymi mistné a mezinarodné
platnymi zakon a smérnicemi (viz. ¢lanek
3 této Smlouvy).

The Investigator is responsible for
providing all necessary information to the
subject and obtaining from each Subject
in the Study a signed consent form in
accordance with the Protocol which has
been approved by CEC and Sponsor in
accordance with international standards
for Good Clinical Practice.

Zkousejici je zodpovédny za poskytovani
vsech nezbytnych informaci Subjektu a
ziskani podepsaného formulare
informovaného souhlasu od kazdého
Subjektu ve Studii dle Protokolu,
schvaleného CEC a Zadavatelem dle
mezinarodnich standard( Spravné
klinické praxe.

The Investigator can delegate Protocol
related procedures (cf. ICH § 4.1) to
appropriately qualified personnel under
supervision, but retains overall
responsibility for the conduct of the
Study.

Zkousejici mUze delegovat Postupy
souvisejici se Studii (viz. ICH § 4.1) na
prislusnym zptsobem kvalifikovany
personal pod dohledem, bude vsak mit i
naddle celkovou zodpovédnost za
provadéni Studie.

Institution/Investigator is responsible for
ensuring that all personnel involved in
the conduct of the Study have the
necessary qualifications and experience.

Zdravotnické zafizeni/Zkousejici jsou
zodpovédni za zajisténi toho, aby veskery
personal ucastnici provadéni Studie mél
potfebnou kvalifikaci a zkusenosti.

Sponsor must be informed immediately
of any change of Sub-investigators and/or
other personnel if this change may have
an impact on the ability of
Institution/Investigator to conduct the
Study.

Zadavatel musi byt neprodlené
informovan o jakékoliv zméné
Spolupracujiciho zkousejiciho a/nebo
jiného personalu, mGze-li tato zména mit
vliv na schopnost Zdravotnického
zatizeni/Zkousejiciho provadét Studii.

MONITORING OF THE STUDY

MONITOROVANI STUDIE

The CRFs must be completed and
documented in Study records by the
Investigator or other authorised person
of Institution/Co -Investigator on a
continuous basis as soon as the relevant
data is available.

Zaznamy CRF musi byt vzaznamech
Studie pribézné doplriovany a
dokumentovany Zkousejicim nebo jinou
opravnénou osobu ze Zdravotnického
zafizeni/Spolu  -Zkousejicich,  jakmile
budou pfislusné udaje k dispozici.

Final_Study Agreement_Tripartite_Center 006 FN Ostrava|j ] _LYMRIT-37-01

Page 9 of 27




Attachment 1 to SOP CL-701-009 v 01

Subject data should be entered into the
CRF within five working days of a Subject
visit, data queries responded to within
seven working days after they are issued.
It is expected that data queries are
answered on a daily basis as the date for
database lock approaches.

Udaje subjektu se musi do CRF zaddvat
béhem péti pracovnich dni od navstévy
Subjektu, na dotazy k udajim se musi
reagovat do sedmi pracovnich dni od
jejich vyhotoveni. Ocekava se, Ze dotazy
k ddajim budou zodpovidany denné
s nadchdzejicim datem uzamceni
databaze.

During the study a Sponsor Monitor will
visit Institution/Investigator as frequently
as required to monitor the Study and
verify the data. All Study related
documentation must be available within
1 (one) week notice. This includes, but is
not limited to, Subjects’ medical records
(including all test results),
correspondence and drug dispensing and
accountability records. The Investigator
and/or other Study personnel should be
available answer any questions from the
Monitor.

Béhem studie bude Monitor Zadavatele
navstévovat Zdravotnické
zafizeni/Zkousejiciho tak casto, jak je
nutné pro monitorovani Studie a
verifikaci udaji. Veskera dokumentace
souvisejici se Studii musi byt k dispozici
do 1 (jednoho) tydne od doruceni vyzvy.
To zahrnuje, mimo jiného, zdravotni
zaznamy Subjektl (véetné vysledk( vsech
vysetfeni), korespondence a zaznam( o
vydavani 1ék( a kontrole jejich poctu.
Zkousejici a/nebo dalsi studijni personal
musi mit k dispozici veSkeré odpovédi na
vSechny otdzky Monitora.

All Study related documents should be
maintained and archived in accordance
with ICH GCP § 4.9 and national laws
and guidelines. All Study documents
should be archived securely for 15 years
after the date specified on the "End of
Trial Notification" sent to SUKL. This
date will be confirmed in writing. After
these 15 years the Investigator must
ensure that all Study documents are
destroyed (shredded or incinerated).
Payment for such archiving is regulated
in the Agreement’s section 6.2.

Veskeré dokumenty souvisejici se Studii
se musi uchovavat a archivovat dle ICH
GCP § 4.9 a mistnich zakon( a smérnic.
Veskeré studijni dokumenty se musi
bezpecné archivovat po dobu 15 let od
data uvedeného na "Oznameni o konci
studie" odeslaného SUKLu. Toto datum
bude potvrzeno pisemné. Po uplynuti
téchto 15 let musi Zkousejici zajistit, aby
veskeré studijni dokumenty byly
zniceny (skartovany ¢i spaleny). Platba
za tuto archivaci se fidi odstavcem 6.2
Smiouvy.

Institution/Investigator will upon 4 (four)
weeks’ notice allow Sponsor
representatives, Monitor and auditors,
and/or representatives of SUKL or
European or American medicines
regulatory agencies, to inspect its
facilities and all Study related documents.
The Investigator and other Study

Zdravotnické zafizeni/Zkousejici umozni
zastupclm Zadavatele, Monitorovi a
auditordm, a/nebo zastupcim SUKLu
nebo Evropskych ¢i americkych
zdravotnich regulacnich uradd na zakladé
oznameni doruceného 4 (Ctyfi) tydny
kontrolu jeho

predem provést

provozoven a veskerych dokumentl
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personnel must be available to provide
any assistance needed to enable the
Sponsor or regulatory agency
representatives to check case report
forms against original source data from
the medical records and review all Study
related documents.

souvisejicich se Studii. Zkousejici a dalsi
studijni personal musi byt k dispozici za
Ucelem poskytnuti veskeré soucinnosti
potfebné pro umoZnéni zastupcim
Zadavatele nebo regulacnich dradd
zkontrolovat zdznamy CRF s plvodnimi
zdrojovymi  udaji ve  zdravotnich
zaznamech a provéfrit veskeré dokumenty
souvisejici se Studii.

Institution/Investigator shall immediately
inform Sponsor should a regulatory
agency announce an inspection of the

Zdravotnické zarfizeni/Zkousejici bude
okamzité informovat Zadavatele, pokud
regulani Ufad oznami kontrolu studijniho

site. centra.
6 PAYMENT PLATBA
6.1 Payment plan Plan plateb

The budget for the Study is attached as
Exhibit A. The payment(s) set forth in such
budget are acknowledged by the parties
hereto to be adequate consideration for
the work undertaken hereunder.

Rozpocet Studie je pripojen jako Pfiloha A.
Smluvni strany berou platbu(y) uvedenou
(é) zde v tomto rozpoctu na védomi,
jakozto adekvatni odménu za ¢innost
odvedenou dle této smlouvy.

Subject to the provisions of Exhibit A the
payment shall cover all costs that
Institution/Investigator may have in
connection with the Study unless
otherwise is agreed upon in writing. The
payment plan includes, inter alia, costs
related to:

Dle ustanoveni Prilohy A budou platby
pokryvat veskeré naklady, které by
Zdravotnické zafizeni mohl/o mit

v souvislosti se Studii, neni-li pisemnou
formou odsouhlaseno jinak. Plan plateb
zahrnuje, mimo jiné, ndklady, co se tyka:

e all Study procedures described in the
Protocol which is not standard
treatment procedure for the patient

e administrative work done by the
Investigator and Sub-investigators

e |Investigational Product handling and
accountability

e Completion of Subject journal notes,
CRF, answering data queries

e veskerych studijnich postupl
popsanych v Protokolu, které nejsou
pro pacienta standardnim |é¢ebnym
postupem

e administrativnich praci vykonané
Zkousejicim a Spolupracujicim
zkousejicim

e manipulace s hodnocenymi léky a
kontrolou jejich poctu
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e kompletace zaznam( v deniku
Subjektu, CRF, dotaznicich

The payment plan applies also in respect
of additional Subjects enrolled in the
Study after the initial Target Number has
been met, cf. section 3.4 above.

Plan plateb se vztahuje také na dalsi
Subjekty zarazené do Studie po dosazeni
zékladniho cilového poctu ucastnikd, viz.
¢lanek 3.4 vyse.

The Budget may be modified only upon
the prior written consent of the Parties. It
is agreed that reimbursement will be
prorated according to the actual work
completed according to the Budget and
Payment schedule. It will only be paid for
work actually done.

Rozpocet muZe byt upraven pouze na
zakladé predchoziho pisemného souhlasu
Smluvnich stran. Strany souhlasi s tim, ze
Uhrady budou vyplaceny v pomérné vysi
podle aktudlné dokoncenych praci dle
Rozpoctu a Planu plateb. Budou
realizovany pouze Uhrady za skutecné
provedené ¢innosti.

Subjects who fail to return

Subjekty, které se nevrati k navstévé

For Subjects who fail to return, payment
will be made on a pro rata basis
according to the payment plan providing
that the Investigator has made a
reasonable effort to contact them. The
basis for such payments will be the last
visit for which evaluable data was
collected. This also applies for Subjects
who enter run-in, but are ineligible at the
randomisation visit. There will only be
paid for a Subject as long as the Subject is
in the study and for the hospital visits
performed. Missed hospital visits will not
be paid for.

U Subjektd, které se nevrati k navstéveé
centra, budou platby provedeny

v pomérné vysi dle planu plateb, pokud
Zkousejici vynaloZi pfimérenou snahu na
jejich kontaktovani. Zakladem pro tyto
platby bude posledni ndvstéva, v ramci
niz budou ziskany vyhodnotitelné udaje.
To se vztahuje také na Subjekty, které
vstoupi do zavadéciho obdobi (run-in),
nebudou vsak pfi randomizacni navstévé
vyhodnoceni jako vhodni. Platby budou
provedeny pouze za Subjekty, které
budou ve Studii a za realizované navstévy
Zdravotnického zatizeni. Za vynechané
navstévy Zdravotnického zatizeni platby
poukazovany nebudou.

Subjects who are protocol violators

Subjekty vykazujici_poruseni Protokolu

No reimbursement will be provided for
patients who are enrolled in the Study in
violation of the Protocol. Sponsor
reserves the right to reduce or withhold
payment for subjects for whom essential
data (eg. primary efficacy / safety data) is
missing.

Za pacienty, ktefi budou zarazeni do
Studie za poruseni Protokolu, nebude
poskytnuta Zadna nahrada. Zadavatel si
vyhrazuje pravo snizit nebo zadrzet
platbu za Subjekty, u nichz chybi
podstatné udaje (napt. o primarni
ucinnosti / bezpecnosti).

Final_Study Agreement_Tripartite_Center 006 FN Ostrava|j ] _LYMRIT-37-01

Page 12 of 27




Attachment 1 to SOP CL-701-009 v 01

6.2

Additional payments

Dodatecné platby

Study personnel travel expenses

Cestovné studijniho personalu

Sponsor will cover all travel and
accommodation costs for a pre-agreed
number of Study personnel in connection
with Study related meetings arranged by
Sponsor upon submission of
tickets/receipts.

Zadavatel uhradi proti predlozenym
potvrzenim/uctlm veskeré naklady na
cestovné a ubytovani predem
odsouhlasenému poctu osob Studijniho
personalu souvisejici se schlizkami

v ramci Studie, pofadané Zadavatelem.

Study subjects travel expenses

Cestovné Subjektd hodnoceni

Sponsor will reimburse Study related
travelling including taxi, tube, bus, train
and parking fee and accommodation
expenses for the Study Subjects up to a
total of |} rer patient upon
submission of tickets/receipts (up to
I <1 visit). Travel expenses
exceeding | rer patient per

visit will only be reimbursed if they have
been explicitly approved in advance in
writing by Sponsor. Subjects’ driving costs
will be refunded in accordance with
reimbursement amount will be
determinded in accordance with Decree
nr. 328/2014 Coll. (6.90 CZK/km )

Zadavatel uhradi Subjektidm hodnoceni
proti predlozenym potvrzenim/uctim
naklady na cestovné souvisejici se Studii,
a to v€etné uhrady taxi, podzemni drahy,
autobusu, vlaku i poplatk( za parkovani a
naklady na ubytovani, a to aZz do celkové
vyse I 2 racienta (I
I \:klady na cestovné
prevysujici |l ne pacienta a
navstévu budou proplaceny pouze tehdy,
pokud byly predem vyslovné pisemné
schvdleny Zadavatelem. Naklady na
pfepravu Subjektu autem se budou
proplacet podle vyhlasky ¢. 328/2014 Sb.
(6.90 K&/km).

All mileage allowance when patient use
their own private car will be reimbursed
by Sponsor to Institution/Investigator.

Veskeré ndhrady za poutziti osobniho
vozidla na zakladé ujeté vzdalenosti
soukromym vozidlem pacienta
Zadavatel proplati  Zdravotnickému
zafizeni.

Advance Payment:

The parties agree that Sponsor will
provide Institution/Investigator with
Advance payment of || N to
cover travel and lodging costs of the
patients. Advance payment to be payable
based on invoice issued by the
Institution/Investigator after Site
Initiation Visit (SIV) clearly identifying
Advance payment patient travel
reimbursement.

The Investigator agrees to keep records
of documents and paid compensations
that will be checked by CRA during the

Zalohova platba:

Smluvni strany souhlasi, Ze Zadavatel
poskytne  Zdravotnickému  zafizeni/
Zkousejicimu zélohovou platbu ve vysi
B < pokryti ndkladd na
dopravu a nocleh pacientl. Zalohova
platba bude provedena na zakladé
faktury vystavené Zdravotnickym
zafizenim po Iniciaéni navstévé (SIV) s
jasnou identifikaci, Ze se jedna o zalohu
na cestovné pro pacienty.

Zkousejici se zavazuje vést evidenci
dokladi a proplacenych néahrad, kterou
bude kontrolovat CRA béhem
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monitoring visits.

After spending this advance payment,
Institution/Investigator may issue an
invoice for other advance payment prior
Sponsor’sapproval.

The parties agree that the rest of this
amount might be used for other pending
payment sorre turned to Sponsor upon

request.

monitorovaci ndvstévy.

Po vycerpani prostfedkl z této zalohové
platby mulzZe Zdravotnické zafizeni na
zakladé predchozi dohody se
Zadavatelem vystavit fakturu na dalsi
zalohovou platbu.

Smluvni strany souhlasi, ze zbytek této
Castky mlZe byt pouzit na pokryti jinych
plateb nebo bude na vyzddani vracen
Zadavateli.

Financial amendments

Financni dodatky

All changes to the originally agreed terms
of this Agreement must be agreed in
writing, signed and dated by all parties
that have signed this Agreement. For all
such amendments Sponsor will pay a fee

of I ner amendment.

Veskeré zmény plavodné dohodnutych
podminek této Smlouvy musi byt
odsouhlaseny v pisemné podobé,
podepsany a datovany viemi smluvnimi
stranami, které jsou signatari této
Smlouvy. Za vSechny tyto dodatky uhradi

Zadavatel poplatek ve vysi || I 22
dodatek.

Audits & inspections

Audity a kontroly

In the event of an audit or regulatory
inspection, either by
government/regulatory authority or
Sponsor, Sponsor will reimburse
Institution/Investigator for the number of
hours spent by Investigator, Sub-
investigator and/or other study personnel
during the day(s) of the audit/inspection,
this will be compensated according to
Exhibit A.

V ptipadé auditu nebo kontroly
regulaéniho charakteru, at uz
vladniho/regulaéniho orgénu ¢i
Zadavatele, uhradi Zadavatel
Zdravotnickému zatizeni za hodiny, které
Zkousejici, Spolupracujici zkousejici
a/nebo dalsi studijni personal stravi
béhem dne (dni) na auditech/ kontrolach
odmeénu, kterd bude stanovena dle
Prilohy A.

Archiving of study documents

Archivace studijnich dokumentt

Sponsor will cover all direct costs
connected to archiving and handling of all
study related documents according to ICH
GCP § 4.9 and national laws and
guidelines. Direct costs will be covered by
invoice at the time of study closure.
Sponsor  shall pay the one-off
nonreturnable archiving fee for the
storage of study documentation in
accordance with the respective legal
regulations for the duration of 15 years in
the Institution amounting to || EGzGzG
CZK, against the Invoice issued by the
Institution after the end of clinical study.

Sponsor shall pay the one-off

Zadavatel uhradi veskeré pfimé naklady
spojené s archivaci a zpracovdnim
veskerych dokumentl souvisejicich se
Studii, a to dle ICH GCP § 4.9 a mistné
platnych zakon( a smérnic. Pfimé naklady
budou hrazeny na zakladé faktury v ¢ase
uzavieni studie. Zadavatel uhradi
jednorazovy nevratny archivacni poplatek
za archivaci studijni dokumentace
v souladu s pfislusSnymi pravnimi predpisy
po dobu 15 let ve Zdravotnickém zafizeni
ve wii - K¢ a to na zakladé

faktury vystavené zdravotnickym
zafizenim  po  ukonceni  klinického
hodnoceni.

Zadavatel uhradi jednorazovy nevratny
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nonreturnable start-up fee for the
preparation of the clinical study
amounting to | 2gainst the
Invoice issued by the Institution after the
signature of this Agreement.

start-up poplatek za pfipravu klinického

hodnoceni ve vysi | 2 to na

zakladé faktury vystavené zdravotnickym
zafizenim po podpisu této smlouvy.

6.3 Payment schedule Plan plateb

Invoices Faktury

Payment will be made by Sponsor to Zadavatel provede uhrady ve prospéch

Institution/Investigator within 30 days of Zdravotnického zafizeni do 30 dni ode

receipt of an invoice which should include dne doruceni faktury, na niz musi byt

number of patients and details of visits / U\,/efjevn ,pOéEt paci.ent(] a, podrobnosti o
) navstévach / realizovanych postupech.

procedures completed. Invoices should Faktury se musi zasilat &tvrtletnd.

be sent quarterly. Fakturace bude probihat na zakladé

Invoicing will be performed based upon podkladdl pro vystaveni faktury dodanych

the invoice details provided by the zadavatelem, kde bude vyznacen prehled

Sponsor, in which the list of the performed uskutecnénych navstév subjektd

visits of the study subjects will be hodnocen!' a p9éty Jednotlivych

imprinted, as well as the numbers of provedenych vysetfeni.

separate tests conducted.

Premature termination of the Study Pfedcasné ukonceni Studie

If the Study is prematurely terminated, Bude-li Studie ukonéena predcasné,

pro rata payment will be made on the bude realizovana platba pomérné ¢asti

basis of the number of Subject visits sumy stanovend na zakladé poctu

that have been completed in navstév  Subjektll dokoncenych v

accordance with the Protocol. Sponsor souladu s Protokolem. Zadavatel uhradi

will compensate Institution/Investigator Zdravotnickému zafizeni veskeré

all costs that have been incurred prior naklady vynaloZzené pred ukoncenim

to termination and which cannot be Studie, a které neni mozné odvolat.

cancelled.

Cancellation of the study ZruSeni Studie

If the study is not approved by the Nebude-li Studie schvalena pfislusnymi

authorities or the Study is cancelled organy nebo bude-li zrusena pred

before recruitment has begun Sponsor zahajenim naboru, proplati Zadavatel

will compensate for pre-study activities ¢innosti predchazejici Studii dle popisu v

completed as described in section 6.1. odstavci 6.1. Veskeré dalsi vydaje spojené

Any extra costs associated with s pfedcasnym ukoncenim Studie, které

premature termination that cannot be nebude moci Zdravotnické zafizeni zrusit,

cancelled by Institution/Investigator will budou uhrazeny Zadavatelem.

be compensated by Sponsor.

6.4 Invoices for Study payment Faktury pro platby béhem Studie

Investigator is responsible for the

Odmény  studijnimu  tymu  vyplati
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management and payment of study team
except EKG and radiology.

zkousejici, mimo EKG a RDG.

Institution/Investigator shall send the
invoice to the following address:

Zdravotnické zarizeni zasle fakturu na
nize uvedenu adresu:

Nordic Nanovector ASA, Kjelsasvn.
168B, N-0884 Oslo

E-mail: I

Nordic Nanovector ASA, Kjelsasvn.
168B, N-0884 Oslo

E-mail: I

Each invoice must include the following

Kazda faktura musi obsahovat

details:

nasledujici udaje:

e Protocol number: LYMRIT-37-01

e Site number: 006

e Name of the Investigator

¢ Name of hospital

e The payment schedule and/or the
work done to which this invoice
relates to
(see sections 6.1 and 6.2 of this
Agreement)

e Protokol ¢.: LYMRIT-37-01

e (Cislo centra: 006

e Jméno Zkousejiciho

e Nazev zdravotnického zafizeni

e Plan plateb a/nebo realizované
¢innosti, jichz se dana faktura
tyka
(viz. odstavce 6.1 a 6.2 této
Smlouvy)

Payment will be made by Sponsor within
30 days of receipt of invoices from
Institution to Institution account
numberunder the variable symbol

asassigned for this Study:

Platby Zadavatel poukdze do 30 dni od
doruceni faktur od Zdravotnického
zafizeni a to na bankovni ucet
Zdravotnického zafizeni pod variabilnim
symbolem pfifazenym pro tuto Studii:

STUDY EQUIPMENT

STUDIJNIi VYBAVENI

Equipment which has been supplied by
Sponsor to Institution/Investigator for the
duration of the Study should be returned
to Sponsor at the conclusion of the Study.

Equipment will be borrowed pursuant to
a separate Loan Agreement.

Vybaveni, které Zadavatel dodaval
Zdravotnickému zafizeni/Zkousejicimu po
celou dobu trvani Studie musi byt pfi
ukonéeni Studie vraceno Zadavateli.
Vybaveni bude zap(j¢eno na zakladé
separatni smlouvy o vypUjcce.
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PUBLICATION

PUBLIKACE

Subject to the provisions of this section 8,
any Party of this Agreement is entitled to
communicate publicly the results of the
Study whether this includes positive or
negative findings.

Dle ustanoveni tohoto odstavce 8 je
jakékoliv Smluvni strana této Smlouvy
oprdvnéna verejné Sifit vysledky Studie,
at uz se bude jednat o pozitivni i
negativni zjisténi.

Sponsor posts summaries of both
clinical study protocols and results in
the Sponsor Clinical Study Register
(CSR) and other registers which are
publicly accessible through the Internet.
These postings include the names and
address details of Institution and
Investigator conducting the clinical
studies.

Zadavatel  umistuje  shrnuti  jak
ProtokolG klinické studie, tak i jeji
vysledky do Zadavatelova Registru
klinickych studii (CSR) i jinych registr(,
které jsou verejné pristupné na
internetu.  Tyto  zpravy  zahrnuji
podrobnosti o nazvech/jménech a
adresach Zdravotnického zafizeni a
Zkousejiciho, ktery klinické studie
provadi.

When appropriate, Sponsor will submit
results from Sponsor-sponsored clinical
trials and observational trials for
publication in peer reviewed scientific
literature.

Je-li to vhodné, Zadavatel predlozi
vysledky Zadavatelem sponzorovanych
klinickych studii a vyzkumnych studii
ke zvefejnéni vrecenzované védecké
literature.

For multi-centre clinical trials analyses
based on single-centre data usually
have significant statistical limitations
and (in the absence of compelling
safety or public health findings) usually
do not provide meaningful information
for health care professionals or
subjects. Sponsor therefore does not
generally support the publication of
results from a single centre of a multi-
centre trial. Reports based on single-
centre data should not precede and
should always reference the primary
publication of the entire clinical trial.

U multicentrickych klinickych studii
obvykle analyzy zakladajici se na datech
z jediného studijniho centra vykazuji
vyznamna statistickd omezeni a (pfi
absenci presvédcivych  zavérd se
vztahem k bezpecnosti ¢i verejnému
zdravi) obvykle neposkytuji
zdravotnik(im ani subjektidm hodnoceni
zadné smysluplné informace. Zadavatel
proto u multicentrickych klinickych
studii obecné nepodporuje zverejnovani
vysledk  pochdazejicich  zjediného
studijniho centra. Zverejnéni zprav
vzniklych na zakladé adaja zjediného
studijniho centra nesmi predchazet
primarni publikaci o celé klinické studii
a musi se na ni vzdy odkazovat.

While Sponsor reserves the right to
review any proposed manuscripts,
presentations, or abstracts prepared by
Sponsor's research collaborators which
originate from Sponsor-supported or -
sponsored clinical studies or which
utilise Sponsor data before submission

| kdyz si Zadavatel vyhrazuje pravo
posoudit jesté pred predloZzenim
k publikovani ¢&i jiné formé verejného
sdéleni veskeré navrhované rukopisy,
prezentace Ci abstrakty zpracované

vyzkumnymi spolupracovniky
Zadavatele, které pochazeji ze
Zadavatelem-podporovanych ¢i
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for publication or other means of public
disclosure, Sponsor should respond
promptly within two (2) weeks for
presentations and abstracts and 60 days
for manuscript to a publisher. Sponsor
should not suppress, or veto
publications or other appropriate
means of disclosure. The timing of a
submission may need to be delayed to
allow for the opportunity to seek
necessary intellectual property
protection, if applicable. Where
differences of opinion or interpretation
of data exist, the parties should try to
resolve them through appropriate
scientific exchange.

sponzorovanych klinickych studii nebo
které vyuzivaji Zadavatelovy udaje, musi
Zadavatel neprodlené u vydavatele
reagovat, a to béhem dvou (2) tydnl v
pfipadé prezentaci a abstraktd a do 60
dni u rukopisQ. Zadavatel nesmi zakazat
ani vetovat publikovani ani jiny
odpovidajici zpUsob sdéleni. Je-li to
nutné, okamizik predlozeni materialQ
mUzZe byt pozdrien, aby se umoznilo
zajisténi pfislusné ochrany dusevniho
vlastnictvi. V pfripadech, kde existuji
rozdily nazord na data ¢ jejich
interpretaci, mély by se je smluvni
strany  pokusit vyresit pfrislusnou
komunikaci na védecké bazi.

The parties shall ensure that Sponsor is
presented as a financial contributor to
the Study in respect of all publishing of
the Study results.

Smluvni strany zajisti, aby Zadavatel byl
vramci veskerych publikaci vysledkl
Studie  prezentovan jako financni
pfispévatel.

Institution/Investigator can publicize
that Sponsor and
Institution/Investigator are cooperating.

Zdravotnické zafizeni/Zkousejici muze
publikovat fakt, Ze Zadavatel a
Zdravotnické zafizeni/Zkousejici
vzajemné spolupracuji.

Contractual parties hereby agreed that
after the clinical study end,

the Sponsor shall provide

the Institution with the

List of publications related to the
results of this clinical study

Smluvni strany se dohodly, Ze zadavatel
poskytne zdravotnickému zafizeni po
ukonceni klinického hodnoceni seznam
publikaci vztahujicich se k vysledkiim
tohoto klinického hodnoceni.

ETHICAL AND REGULATORY
REQUIREMENTS

ETICKE A REGULACNiI POZADAVKY

Institution/Investigator agree to perform
the study research activities in stréit
compliance with:

Zdravotnické zafizeni/Zkousejici souhlasi
s tim, Ze bude studijni vyzkumné aktivity
provadét prisné v souladu:

e specifications and timelines
established in this Agreement

e the Protocol and any amendments
to the Protocol

e applicable national and
international laws and regulations,
guidelines and relevant codes of
practice.

e se specifikacemi a ¢asovym planem
stanovenymi touto Smlouvou

e s Protokolem a veskerymi jeho
dodatky

e s platnymi narodnimi a
mezinarodnimi zakony a nafizenimi,
smérnicemi a naleZitymi
provadécimi predpisy.
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10 DATA PRIVACY DUVERNOST UDAJU
Each party shall abide by all applicable Kazda ze smluvnich stran se bude fidit
local laws, rules and regulations vsemi  platnymi  mistnimi  zakony,
including but not limited to all pravidly a nafizenimi, v€etné - mimo
measures in force under the relevant jiné - veSkerych platnych opatenimi dle
. . pfislusného mistné platného zakona na
national data protection act and any ochranu osobnich Gdajii a veskerych
statutory amendments introduced. For implementovanych zékonnych dodatka.
the avoidance of doubt, neither party Aby se zamezilo pochybnostem, 7adna
shall be liable to the other under these ze smluvnich stran neponese
or any other competent laws, rules or zodpovédnost za druhou stranu dle této
regulations. pravni normy ani Zadného jiného
prislusného  zdkona, predpisu i
nafizeni.
11 INTELLECTUAL PROPERTY DUSEVNI VLASTNICTVIi

With the exception of personal and
confidential medical records, all data
and results generated under and
according to the Protocol shall be the
property of Sponsor.

Svyjimkou osobnich a d(vérnych
zdravotnich zaznamd budou veskeré
udaje a vysledky ziskané dle Protokolu a
v souladu s nim vlastnictvim Zadavatele.

The Institution hereby assigns, or shall
cause to assign in the case of an
employee or any consultant of
Institution, to Sponsor any and all right
to the intellectual property, title and
interest therein.

Zdravotnické zafizeni timto prevadi,
nebo v pfipadé zaméstnance nebo
jakéhokoliv konzultanta Zdravotnické
zafizeni zajisti prevedeni, jakychkoliv a
veskerych prav k dusevnimu vlastnictvi,
titul( a narokd k nim na Zadavatele.

In the event any invention or other
intellectual property rights, meaning
aside as a result of or relating to the
conduct of the Study, shall be the
property of Institution/Investigator.
Sponsor will have a first right to
negotiate a license to such invention or
rights owned by
Institution/Investigator, on fair and
reasonable conditions.

V pripadé jakéhokoliv objevu ¢i jiného
prava na duSevni vlastnictvi, mysleno
kromé vysledkG Studie ¢i aspektl
tykajicich se jejiho provadéni, bude
vlastnické pravo nalezet
Zdravotnickému zatizeni/Zkousejicimu.
Zadavatel bude mit pravo prvotniho
vyjednavani o licenci k takovému objevu
¢i pravu vlastnénému Zdravotnickym
zafizeni/Zkousejicim, a to za rovnych a
pfimérenych podminek.

In the event any invention, or other

V pripadé, Ze jakykoliv objev ¢i jina
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intellectual property rights, is made by
Institution/Investigator and Sponsor
employees jointly, the invention shall
be owned by both parties. Sponsor will
have a first right to negotiate a license
to or an assignment of
Institution/Investigator’ part of the
invention or rights, on fair and
reasonable conditions.”

prava na duSevni vlastnictvi ucini
Zdravotnické zatizeni/Zkousejici
spoleéné se zaméstnanci Zadavatele,
bude vlastnictvi objevu nalezet obéma
smluvnim stranam. Zadavatel bude mit
pravo prvotniho vyjedndvani o drzbé
takového objevu ¢&i prava nebo o
postoupeni jejich ¢asti  naleZejici
Zdravotnickému zafizeni/Zkousejicimu,
a to za rovnych a pfiméfenych
podminek.”

12

CONFIDENTIALITY

DUVERNOST INFORMACI

Institution/Investigator must hold in
confidence all written and verbal
information that they receive from
Sponsor in connection with the Study.
Institution/Investigator must also ensure
that  Sub-investigators and  Study
personnel working with the Study are
bound by the same terms of
confidentiality. This includes restricting
the access to the Protocol, the
Investigator’s Brochure, the supplies and
the completed CRFs on a need-to-know
basis. Institution/Investigator are liable
for any breach of contract made by Sub-
investigator and Study personnel.

Zdravotnické zafizeni/ZkouSejici musi
zachovavat dlvérnost veskerych
pisemnych a uUstné sdélenych informaci,
které v souvislosti se Studii obdrzi od
Zadavatele. Zdravotnické
zafizeni/Zkousejici musi téz zajistit, ze
Spolupracujici  zkousSejici i  Studijni
personal spolupracujici na Studii jsou
vazani stejnymi podminkami zachovani
dlvérnosti. To zahrnuje omezeni pristupu
k  Protokolu, Pfirucce Zkousejiciho,
materidldm a vyplnénym zaznamidm CRF
jen pro osoby, které je potrebuji znat.
Zdravotnické zafizeni/Zkousejici je
zodpovédnd/y za jakékoliv poruseni
smlouvy Spolupracujicim zkousSejicim a
Studijnim persondlem.

Institution/Investigator shall not make
any confidential information about the
Study available for third parties without
the prior written consent from Sponsor.

Zdravotnické zatizeni/Zkousejici
nezpristupni zadné dlvérné informace
o Studii zadné treti smluvni strané bez
pfedchoziho  pisemného  souhlasu
Zadavatele.

Notwithstanding anything else in this
Section 12, no party of this Agreement
shall be bound by any obligations of
confidentiality = where  maintaining
confidentiality could prejudice subjects’
safety or welfare, or where they are
obliged by law to disclose information.

Bez ohledu na obsah tohoto ¢lanku 12,
nebude Zadnd smluvni strana této
Smlouvy vdazadna jakymikoliv zavazky
utajeni informaci, kde by zachovani
dlvérnosti informaci mohlo ohrozit
bezpedi nebo prospéch Subjektd, nebo
kde je ke sdéleni informaci vazana
zakonem.
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13 INDEMNIFICATION ODSKODNENI

Sponsor will indemnify Institution, the Zadavatel zbavi Zdravotnické zafizeni,
Investigator, Sub-investigatorsand Study Zkousejiciho, Spolupracujici zkousejici i
personnel against claims from Study Studijni personal zodpovédnosti
Subjects based on injury or damage s ohledem na naroky Subjektl hodnoceni
sustained in direct relation with the na podkladé poranéni ¢i zdravotni Ujmy
administration of the Investigational utrpéné v pfimé souvislosti s podanim
Product in accordance with the Protocol, Hodnoceného léku dle Protokolu, vyjma
except to the extent such claims are rozsahu, do néjz je mozné takovy narok
attributable to: pfipsat:

Significant failure by Institution, the e vyznamnému selhani Zdravotnického

Investigator, Sub-investigatorsor zafizeni, Zkousejiciho,

Study personnel to adhere to the Spolupracujiciho zkousejiciho ¢i

substantial terms of the Protocol or o g .

any other instructions (including S'EUdUn!ho persolnalu pii dodrzovani

package inserts) relative to any zasadnich podminek Protokolu nebo
product(s) used in the Study or to jakychkoliv jinych pokynd (vietné
comply with law and regulations; pfibalové informace) tykajicich se

Gross negligence or wrongful acts of jakéhokoliv produktu/jakychkoliv

Institution, the Investigator, Sub- produkt(l pouzivanych v ramci Studie

investigatorsor Study personnel; &i dodrzovani zakon( a predpisd;

Failure by Institution/Investigator to . L . L

report any such claim as soon as * hlrubem’u zahedblan) povmno§t| C,l

Institution/Investigator becomes zavadnému jednani Zdravotnického

aware of the same and to permit zafizeni, Zkousejiciho,

Sponsor to fully conduct the defence Spolupracujiciho zkousejiciho Ci

of such a claim, including the right for Studijniho personalu;

Sponsor to settle such claim. e porudeni povinnosti Zdravotnického
zatizeni/Zkousejiciho pfi ohlaseni
takového naroku okamzité poté, co se
o ném Zdravotnické
zafizeni/Zkousejici dozvi a umoznéni
Zadavateli v pIné mite vést obranu
vUci tomuto naroku, véetné prava
Zadavatele na urovnani takového
naroku.

14 DRUG LIABILITY ZODPOVEDOST ZA LEK

In accordance with § 52 Section 3 Letter
f) of the Act No. 378/2007 Coll., On
Pharmaceuticals, the Sponsor as

Zadavatel uzavrel dle § 52 odst. 3 pism. f)
zakona ¢. 378/2007 Sb., o lécivech,
v platném znéni, pojisténi odpovédnosti
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Concluded the liability insurance for
Sponsor and Investigator, through which
also compensation in the case of study
subject’s death or health damage
occurring due to study conduct. Sponsor
is obliged to maintain the mentioned
insurance valid during the entire
duration of the Study. Insurance
certificate forms a part of this
Agreement. Sponsor undertakes to
provide the Institution and Investigator
with compensation of health damage
caused to the study subject in the
amount of the study subject’s claims
successfully lodged at court.

za Skodu pro zadavatele a zkousejiciho,
jehoz prostrednictvim je zajiSténo i
odskodnéni v pfipadé smrti subjektu
hodnoceni nebo v pfipadé Skody vzniklé
na zdravi subjektu hodnoceni v dlisledku
provadéni Studie. Zadavatel je povinen
vySe uvedené pojisténi udrzovat v
platnosti po celou dobu trvani Studie.
Pojistny certifikdt tvofi pfilohu této
smlouvy. Zadavatel se zavazuje
poskytnout Zdravotnickému zafizeni a
Zkousejicimu nahradu Skody za Ujmu na
zdravi zplsobenou subjektu hodnoceni ve
vySi  subjektem hodnoceni Uspésné
uplatnéného naroku u soudu.

15

TERM AND TERMINATION

PLATNOST A KONEC PLATNOSTI

This Agreement shall become effective on
the date of signing, and shall continue in
full force until the completion of the
Study or earlier terminated as provided
herein.

The expected duration of the Study is
until November 2020. Eventual deviation
of the actual duration off the expected
period exceeding 6 months requires this
Agreement to be modified in a form of
written Appendix.

Tato Smlouva vstupuje v ucinnost v den
jejiho podpisu a zlstane v plné platnosti
az do dokonéeni Studie nebo do
dfivéjsiho ukonceni platnosti Smlouvy zde
uvedenym postupem.

Pfedpokladana doba trvani Studie je do
listopad 2020. Pfipadna odchylka
skutec¢né doby trvani od predpokladané
doby trvani delsi nez 6 mésicli vyZzaduje
zménu této smlouvy ve formé pisemného
dodatku.

Either party may immediately terminate
the Agreement upon prior written
notification in the event any of the
following conditions occur:

Platnost Smlouvy mulZe s okamZitou
ucinnosti  vypovédét  kterdkoliv  ze
smluvnich stran, a to predchozim
pisemnym oznamenim v pfipadé, Ze
nastane kterakoliv z nasledujicich
okolnosti:

a. if instructed by a governmental
regulatory authority that the Study must
be terminated or if termination of the
Study is otherwise required by law.

a. Studie musi byt ukoncena na zakladé
pokynu statniho regulacniho Uradu nebo
je ukonéeni Studie jinak vyZadovano ze
zdkona.

b. if the emergence of any unexpected or
unanticipated significant safety issue with
the Study Drug administered in the Study

b. pokud se pfi podavani studijniho léku v
ramci Studie vyskytne  jakykoliv
neocekdvany nebo nepredpokladany
vyznamny bezpecnostni problém takové
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is of such a magnitude or incidence in the
sound and reasonable opinion of either
Institution, Investigator, or Sponsor to
support termination and the safety of
patients will be compromised by a delay.

zavaznosti Ci rozsahu, které dle fadného a
odlvodnéného nazoru Zdravotnického
zatizeni Ci ZkouSejiciho nebo Zadavatele
podporuji ukonceni Studie a bezpecnost
pacientd by byla kazdym jeho opoZzdénim
ohrozena.

If a willing and mutually acceptable
successor of the Investigator is not
identified in accordance with Section 4.2
of this Agreement, then the Study may be
terminated by either Sponsor or
Institution/ Investigator upon written
notice to the other party within twenty
(20) days of Institution/Investigator’s
notice to Sponsor as set out in Section
4.2. Institution agrees to maintain the
responsibility to ensure the safety and
continuity of treatment for Subjects
already randomised in the Study.

Neni-li za Zkousejiciho uréen svolny a
oboustranné pfijatelny ndhradnik v
souladu s odstavcem 4.2 této Smiouvy,
mlze byt Studie Zadavatelem (i
Zdravotnickym zafizenim/Zkousejicim
ukonéena, a to pisemnym oznamenim
druhé smluvni strané do dvaceti (20) dni
od oznameni Zdravotnického
zafizeni/Zkousejiciho Zadavateli, jak je
uvedeno v odstavci 4.2. Zdravotnické
zatizeni souhlasi s tim, ze bude i nadale
zodpovédné za zajiSténi bezpecnosti a
kontinuity lécby pro Subjekty, které jiz
byly do Studie randomizovany.

Articles 5 the 2 last paragraphs 6, 8, 11,
12, 13, 16 and 17 shall survive any
termination or expiration of this
Agreement.

Platnost poslednich 2 odstavc( ¢lanku 5 a
clanky 6, 8, 11, 12, 13, 16 a 17 pretrva i
po ukonceni ¢i vyprseni této Smlouvy.

16 RESPONSIBILITIES FOLLOWING POVINNOSTI PO UKONCENiI/DOKONCENI
TERMINATION/COMPLETION
Within  sixty (60) days following Veskeré nepouzité hodnocené Iléky i
termination or completion of the Study, veskeré vybaveni Zadavatele budou
all unused Investigational Product and all Zadavateli vraceny na jeho naklady, a to
equipment provided by Sponsor shall be do Sedesati (60) dni od ukonceni Cci
returned to Sponsor at Sponsor’s vyprseni této Smlouvy.
expense.
Notwithstanding  the reason  for Bez ohledu na dlivody ukonceni platnosti
termination of this Agreement, in the této Smlouvy, dojde-li k nému, zajisti
event of any termination, the Investigator Zkousejici a Zdravotnické zatizeni, aby
and Institution shall ensure that the bylo co nejlepsim zplsobem zajisténo
Subjects’ health and safety is attended to zdravi a bezpecnost Subjektu.
in the best possible way.

17 GOVERNING LAW ROZHODNE PRAVO

This Agreement shall be governed by

Tato Smlouva se bude fidit a byla
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and construed and interpreted in
accordance with the laws of the Czech

Republic. The legal venue are the
competent courts of the Czech
Republic.

This Agreement is executed in three (3)
counterparts in Czech and English. In
the event of inconsistency between
both language versions, the Czech
version shall prevail.

Exhibits:
A) Budget
B) protocol (filed with the
Investigator)

C) authorization from the State
Institute for Drug Control MEC
approval

D) favorable opinion from the
multi-center ethics committee

E) favorable opinion from the
Medical Institution’s ethics
committee

F) Insurance

vytvofena a vyklada se v souladu se
zakony platnymi v Ceské republice.
Jurisdikce je dana pfislusSnymi soudy
Ceské republiky.

Tato smlouva je sepsana ve trech (3)
vyhotovenich v éeském a anglickém
jazyce. V pfipadé
jazykovych verzi je rozhodujici ceské

rozporu obou

znéni smlouvy.

Seznam pfiloh:
A) Rozpocet

B) Protokol (zaloZzen u zkousejiciho)
C) Povoleni SUKL

D) Souhlasné stanovisko
multicentrické EK

E) Souhlasné stanovisko EK
zdravotnického zafizeni

F) Pojistny certifikat

| agree to the terms and conditions
described in this agreement and that
Sponsor can make public in one or
more publicly accessible worldwide
register the name(s) of
Investigator(s) and Institution
conducting this study.

Souhlasim se znénim a podminkami
popsanymi v této smlouvé a s tim,
aby Zadavatel mohl zverejnit
v jednom nebo vicerych vefejné
pristupnych celosvétovych registrech
jméno/jména
Zkousejiciho/Zkousejicich a
Zdravotnického zafizeni, ktefi tuto
studii provadi.
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Sponsor
Name /Jméno: IR Signature / Podpis Date /
Datum
Title / Titul: |
Nordic Nanovector ASA
Name / Jméno: | Signature / Podpis Date /
Datum
Title / Titul: |
Nordic Nanovector ASA
Institution / Zdravotnické zafizeni
Name / Jméno: MUDr. Josef Srovnal Signature / Podpis Date
/Datum

Title / Titul: ndméstek reditele pro
|éCebnou péci
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Investigator / Zkousejici

Name / Jméno: | NG Signature / Podpis
L

Investigator / Zkousejici
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