Priloha &.8 | Annex No. 8 |

Nazov skusaného produktu/iieku: | Name of the investigational product/medication:
Brolucizumab Brolucizumab -
Referencne cislo: RTH258 Reference number: RTH258
Kod Klinickeho skigania: CRTH258B2305_ Clinical study code: CRTH258B2305 |
Nazov/Popis kiinického skugania: Title/Description of the cinical study:
Randomizovang, dvojito maskovane, A 12-Month, 2-Arm, Randomized, Double-
multicentrické, 12 mesagné Klinické ski3anie Masked, Multicenter Phase Il Study Assessing
fazy Ill v dvoch skupinach na zhodnotenie the Efficacy and Safely of Brolucizumab every 4
itinnosti a bezpeénosti brolucizumabu v weeks versus Aflibercept every 4 weeks in Adulit
porovnani s afiiberceptom podavanych kaide 4 Patients with Visual impairment due to Diabetic
tyzdne u dospelych pacientov s poruchou zraku v | Macular Edema
dasledku diabetického edemu makuly (KINGFISHER)
(KINGFISHERY) R
Datum findlne] verzie protokolu. 26.03.2019 Date of final version of the Protocol: 26 March
- 2019

Skasajuci: MUDr. Jana Stefanickova, PhD The Investigator: MUDr, Jana Stefanickova, PhD
Spoluskisajici: MUDr. Jan Juhas The Co-Investigators: MUDr. Jan Juhéas

MUDr. Jaroslav Hasa MUDr. Jaroslav Hasa

MUDr. Sylvia Ferkové, PhD. MUDr. Sylvia Ferkova, PhD.
Centrum: Univerzitnd nemocnica Bratislava, Centre: Univerziina nemocnica Bratislava,
Nemocnica RuZinov Nemacnica RuZinov
Klinika oftalmelégie LFUK a UNB Klinika oftalmologie LFUK a UNB
RuZinovska B Ruzinovska &
826 06 Bratislava 26 (08 Bratislava
Telefon: +421 2 48 234 107 Phone: +421 2 48 234 107
Fax: +421 2 48 234 127 Fax: +421 2 48 234 127
Mobil: +421 902 588 713 | Mobile: +421 902 588 713
Eiatitamy zastupca: T Statutory representative:
MUDr. Renata Vandriakova, MPH, riaditelka | MUDr. Renata Vandriakové, MPH, Director
Telafon: +421 2 48234614 | Telephone: +421 2 48234614
Fax: +421 2 48234614 | Fax +421 2 48234614

[ Cislo centra: 2001 I Centre number: 2001

Planovany potet zaradenych pacientov: 5 | Planned number of enrolled patients: 5
Monitor Klinického skasania: I Clinica! trial monitor:
Jana Krajiakova Il Jana Krajnakova
Adresa: | Address:
Novartis Slovakia s.1.0. | Novartis Slovakia s.r.0.
Fizkova 22B, 811 02 Bratislava | Zizkova 228, 811 02 Bratislava
Tel: 02/5070 6101 | Tel: 02/5070 6101

Fax: 02/5556 5886 | Fax: 02/5556 5886 ]




' Casovy rozvrh Kiinickéhg skisania:
15.11.2019 - 21.04.2022

Clinical study schedule:
15.11.2019 - 21.04.2022

Zatiatok zaradovania Ugastnikoy:
15,11.2019

Commencement of Participants enrolment:
15.11.2019

Ukoncenie zaradovania Uzastnikay

End of patient enrolment

randomizécie; 31.07.2020 Farticfpantafrandumizaﬁan:

31.07.2020
Zatiatok kompetitivneho Zaradovania Utastnikoy Commencement of competitive  Participants
16.11.2019 enrclment:

15.11.2019

Ukonéenie klinického skiSania najneskar
21.04.2022

End of the clinical study at the latast on:
21.04.2022




Priloha £.9
Hlavny Skagajoci — formular sihlasu dotknutej
osoby so spracivanim gsobnych ddajov

v zmysle ustanovenia Zlanku 6 ods. 1 pism. a), glanku
7 anasl. Nariadenia Eurépskeho pariamentu & rady
(EL) 2016/679 z 27.aprila 2016 o ochrane fyzickych
os6b pri spracdvani osebnych Odajov @ 0 yaolfnom
pohybe takychto udajov, kiorym sa zruuje smernica
g5/46/ES (vBeobecne nariadenie o ochrane tidajov)
(dalgj len _Mariadenie”}

Annex No.9
Principal Investigator - the form of the cansent of
the data subject with processing of its personal
data

according to provision of art. 6 para. 1 letter a), art. 7
and et. of Regulation of the European parliament and of
the council on the protection of natural persens with
regard to the processing of personal data and on the
free movement of such data, and repealing Directive
95/46EC (General Data Protection  Regulation)
(hereinafter as the "Regulation”) _——

Novartis Vas chce poZiadat o suhlas so zaradenim
niektorych prvkov Vasich osobnych tdajov do databazy
s nazvom GrantPlan vedenej tretou stranou. Zamerom
databazy GraniPlan, ktord vedie azadéavatelom
farmaceutického vyskumu poskytuje spoloénost TTC,
Spojené Staty americke (dalej len ,TTCY), je poméct
zadavatelom vyskumu v transparentnosti tykajlice] sa
nakiadov na klinické skisanie. Dalzbéza sa pouZiva
ako pomoc pre odhad nékiadov na klinické skisanie
gpecifickych pre uréitd krajinu & poskytnat informécie
penchmarkingu s ciefom dosiahnut transparentnost
a poctivost v stanoveni néakladov na uskutoEnenie
Klinického skdgania.

Novartis would like to ask you for consent to the
inclusion of certain elements of your personal data toa
database named GrantPlan, maintained by a third party.
The aim of GrantPlan database, which is led by and to
the sponsors of pharmaceutical research provided by a
company named TTC, the United States of America
{hereinafter as “ITC"), is to assist the research
sponsors in the transparency of the costs of clinical
irials. The database is used to help estimate the cost of
clinical trials specific to a particular country and to
provide benchmarking  information to achieve
transparency and fairness in assessing the cost of
carrying out the clinical trial.

Informacie sa zapisujii do databazy tak, ze nikto okrem
pracovnikov TTC nembZe vidiet Vase meno alebo
spojif Vage miesto uskuto&havania klinického skisania
s konkrétnym klinickym skiidanim alebo spoloénestou
zadavatela.

ing out the clinicaltnal. ________ ——————=
Information is entered Into & database so that no one

except the TTC workers can not see your hame or can

not connect the place of realization of the clinical trial

with the specific clinical trial or with the company of

SpPONSor.

So zretelom na uvedené tymto udelujete spoloénosti
TTC ako prevadzkovatelovi sihlas so spracovanim
Vasich osobnych ddajov v rozsahy Vasho mena,

kontakingch  informacii miesta  uskutoffiovania
klinickeéha  skusania, nazvu klinického skoSania,
zadavatela, kople zmluvy © klinickom  skasani

a nakladov a honorarov tykajicich sa uchovania Vasho
miesta uskuto&fiovania klinického skisania spravcovi
tejto databazy od tretej strany. Vade psobné Udaje sa
gpracivat  za horeuvedenym  GOtelom
v informaénom systeme - databaze GrantPlan —a 1o po
dobu piatich rokov. Svoj stihias udelujete vo vztahu
k véetkym spracovatefskym operaciam $ osobnymi
tidajmi, okrem ich zverejnenia; a to vratane ich prencsu
do tretich krajin, ktoré nemusia zarutovat primeranu
Groved ochrany osobnych Udajov, yratane Spojenych
Etatov americkych.

Vyé&éie uvedend prenasnost osobnych tidajov do tretich
krajin tymto beriete na vedomie a podpisanim tohto
sihlasy dévate svoj osobitny sthlas na prenos
osobnych  Gdajov  do tychto  tretich krajin.
Prevadzkovatel viak zabezpetuje, aby bola zachovana
dévemost vietkych ziskanych oscbnych Gdajov na
rovnakej (rovni ako garantuje Nariadenie.

With regard to the mentioned hereof, you hereby grani
a consent to the company TTC being the data controller,
to process your personal data to the exient of your
name, contact information of place where Is the clinical
trial conducted, the name of clinical trial, sponsor, &
copy of the clinical frial agreement and expenses and
fees related to the presarvation of your place for
eonducting clinical trial to manager of the database from
a third party. Your personal data will be processed for
the above mentioned purpose within the information
system - GrantPlan database - and thatfora time-pericd
of five years. You grant your consent in relation to all
personal data processing operations, except for their
disclosure; and that including thelr transfer to third
countries that do not have to provide the same level of
personal data protection, including the United States of
America.

With regard to the abovemnentioned poritability of the
personal data to the third countries, you hereby take into
account given information, and by signing of this
consent you grant your special consent to transfer of
your personal data to such third countries. The
eontroller however guarantees that the confidiality of the
obtained personal data shall be maintained on the same
level as maintained by the Regulation.




Osobné ddsje budi do uvedeného informaéného
systému GrantPlan poskytnute spoloénostou Movartis
Slovakia s.ro. so sidiom Zizkova 228, 811 02
Bratislava, 1CO: 36 723 304, zapisan4 v Obchodnom
registri Okresného stdu Bratislayva |, oddiel: Sro, vioZka
€. 44016/B. Tymto udelujate spolotnosti Novartis
Slovakia sro.  sihlas s poskyinutim  Vasich
horeuvedenych (dajov spolotnosti TTC za uéelom ich
spracivania spoleénostou TTC v rozsahu
horeuvedeného sdhlasy,

Ak vykonavate virskum pre Novartis v inych krajinach
neZ Spojené Staty americké, ako sg krajiny v Eurépe,
beriete na vedomie, e Spojené Staty americké
neposkytujt rovnaky Groven ochrany, ako sa poskytuje
v Eurdpe. Udelenie tohto sihlasuy Je dobrovolné s
neZiadaju Vés o udelenie sthlasu na toto Zvergjnenis
preto, aby ste pokragovali v klinickom skdzanj. Ale ked
sthlas déte, pomézete zhromadif informacie
o primeranych nakladoch v Klinickych  skisaniach.
Tento siihias mézete kedykolvek odvoiaf,

I

Personal data will be provided to
GrantPlan information system by the company Novartis
Slovakia s.r.0., with its registered seat at Zizkoya 22B,
811 02 Bratislava, ldentification Number: 36 723 304,
registered with the Commercial Registry of District Court
Bratislava 1, Section: Sro, Insertion MNo. 44018/B.
Hereby you grant consent to the company Novartis
Slovakia s.r.0. to provide your above mentioned data to
the company TTC for the purpose of their processing by
the company TTC to the extent of the above mentioned
consent.

When you are conducting the research for Novartis in
other countries than the United States, such as
countries in Europe, you acknowledge that the United
States do not provide the same level of protection as is
granted in Europe. The granting of this consent js
voluntary and they are not asking you to consent to such
disclosure, therefore, to continue the clinical trial. But if
you give the consent, you will help gather information
about the reasonable cost of clinical trials. You can
withdraw this consent at any time,

Ako dotknutd oscba mate vzmysle NMariadenia
nasledujiice préva, o ktorych ste boli riadne poudeny/a
a informovany/a

- prévo ziskat' potvrdenie o tom, & sa spracivajy
Vase osobné Udaje, zpravo zjskaf pristup
ktakymto Gdajom vratane uréenia Géeloy
spraclvania,  kategdrii osobnych  ddajov,
identifikéciu oséb, ktorym boli alebo budi osobné
Udasje  poskytnuts, predpokladand  dobu
uchovavania osobnych Gdajov, existencie prava
na opravu osobnych ddajov alebo ich vymazanie
alebo obmedzenie Spractivania, alebo prava

namistat proti takémuto  spractvaniu, préva
pedaf staznost Uradu na ochrany osobnych
udaijov, existencie automatizevansho

rozhodovania vratane profilovania ohfadom
osobnych (dajov. Oscbné tdaje budd poskytnuté
vstrojove éitatelnom formate. Toto potvrdenia
bude vydané bezpiatne, aviak za kaZdé dalsie
kopie, o ktoré podiadate, Vam méze byt Gttovany
primerany poplatok Zodpovedajiici nakladom na
vyholovenie takéhoto potvrdenia. Takisto mate
pravo preniest tieto udaje inému subjektu, ktory
buds Vase osobné (idaje dalej spracovavat. Toto
pravo sa viak nevztahuje na spracuvanie
nevyhnuiné na spinenie Ulohy realizovane] vo
vergjnom ziaujme anesmie maf nepriaznivé
disledky na prava a slobody inych,

- prévo na to, aby boli osobné ldaje, ktoré =i
spracivané asil nespravne, ber zbytoéného
odkladu opravené. Takisto mate prave na
dopinenie nedplnych osocbnych (dajov, ato

You, as a data subject, have the following rights under
the Regulation, of which you has been properly
instructed and informed:

- the right to obtain the confirmation as to whether
or not the personal data concemning you are being
processed, and where that js the case, access to
the personal data including the purposes of the
processing, the categories of personal data
concerned, identification of the persons to whom
the personal data have been or wili be disclosed,
the envisaged period for which the personal data
Wwill be stored, the existence of the right to request
rectification or erasure of personal data or
restriction of processing of personal data or to
object to such processing, the right to lodge a
complaint with the Office for personal data
protection, the existence of automated decision-
making, including profiling. Personal data shall be
provided in a machine-readable format Such
cenfirmation shall be provided free of charge,
however, for each additional copy requested, s
reasonable fee can be charged taking into
account the administrative costs of providing of
such confirmation. You have also right te transmit
those data to another subject for further
processing. Such right shall not apply to
processing necessary for the performance of a
task carried out in the public interest and must not
affect the rights and freedoms of others,

the right to rectification of naccurate processed
personal data without undue delay. You have
also right to have incomplete personal data
completed, by means of providing a
Supplementary statement, T




prostrednictvom dapinkovéhe
wyhlasenia,
prévo na vymazanie oscbnych tdajov, ak nie sG
osobné Gdaje potrebné pre utely, na kicré =a
ziskavali alebo spractvali, ak sa osobne Gdaje
spractvali nezékonne, alebo ak osobné (Odaje
musia byf vymazané vzmysle osobitnych
pravnych predpisov. Osobné (daje véak nemusia
byt vymazané, ak je ich zachovanie potrebné na
uplatnenie prava na slobodu prejavu  ana
informécie, na splnenie zakonne] povinnosti
podia osobitnjch predpisov, na spinenie Glohy
realizovane] vo vergjnom zaujme, z divodov
verejného zaujmu v oblasti verejneého zdravia, na
GEely archivacie vo verejnom zaujme, alebo na
agely vedeckého alebo historického vyskumu, &i
na &tatistické GSely, ana preukazovanie,
uplatiiovanie alebo obhajovanie  pravnych
narokov,
pravo na obmedzenie spraclvania osobnych
udajov, ak ste napadii spravnost oscbnych
Gdajov, a to poéas cbdobia umoiiujiceho overit
spravnost  osobnych udajov, spracdvanie
_osobnych tdajov je protizakonné a namigtate
proti  vymazaniu osobnych Udajov a Ziadate
namiesto toho cbmedzenie ich pouZitia, ak uz nig
sii osobné tdaje potrebné na ugely spraclivania,
ale ich potrebujete na preukézanie, uplatfiovanie
alebo obhajovanie pravnych nérokov,

poskytnutia

- pravo podat staZnost proti  spracdvaniu
osobnjch ddajov dozornému grganu, kiorym je
v Slovenske] republike Urad na ochranu
asobnych Gdajov Slovenske) republiky, so sidlom
Hranién4 12, 820 07 Bratisiava.

Ako dotknuta osoba mate tieZ pravo na zaklade
pisomne] Ziadosti alebo osobne, gk vec neznesie
odkiad, u prevadzkovatela kedykolvek namietal a
nepodrobit sa rozhodnutiu prevadzkovatela, kioré by
malo pre Vas pravne (cinky alebo vyznamny dosah, ak
<a také rozhodnutie vyda vyluéne na zéklade dkonov
automatizovaného spractvania Vasich osobnych
udajov. Méte préavo Ziadat prevadzkovatela o
preskimanie vydaného rozhodnutia metddou odiisnou

- the right to erasure of personal data if such data
are no longer necessary in relation to the
purposes for which they were collected or
otherwise processed, the personal data have
been unlawfully processed, the personal data
have to be erased under specific legislation. The
personal data do not have to be erased if its
existence is necessary to for exercising the right
of freedom of expression and information, for
compliance with a legal obligation under spacific
legisiation, for performance of a task carried out
in the public interest, for reasons of public interest
in the area of public health, for archiving purposes
in the public interest, scientific or historical
research purposes or statistical purposes, and for
astablishment, exercise or defense of l=gal
claims,

- the right to restriction of processing of personal
data, if the accuracy of the personzl data is
contested by you, for a period enabling the
cantroller to verify the accuracy of the personal
data, the processing in uniawful and you oppose
the erasure of the personal data and requests the
restriction of their use instead, the personal data
are no longer nesded for the purposes of the
processing, but they are required by you for the
establishment, exercise or defense of legal
claims,

the right to lodge a complaint against the

processing of the personal data with a

supervisory authority, which in Slovak republic is

the Office for personal data protection, with its
seat at Hraniéna 12, 820 07 Bratislava.

You as data subject may also at any time, upon awritten
request or in person, if the matter is urgent, object with
the data controller and refuse to submit to the decision
of the data controller, which would have legal effects or
a significant impact on you, if such decision is made
| solely on the basis of automated processing of your

personal data. You shall be entitled to ask the data
controller to review the issued decision by a method
other than automated processing.

od autematizovanej formy spracivania.

= Ano, Tymie suhlasim, Ze spolotnost Novartis
mode zverejnif moje osobne v slvislosti
s databazou GrantPlant.
o Nie, nesthlasim so zverejnenim majich
osobnych ddajov v stvislosti s databdzou GraniPlant.

udaje

o Yes, | hereby agree that Novartis may disclose
| my personal data in connection with the GrantPlant
database.

a] No, | do not agree with the publication of my
personal data in connection with the GrantPlant

database.
_I

.




Miesio a PétumIPlace and Dat

Meno/Name: MUDr. Jana Stefanickova, PhD
cSies swsoass wpeop - - SkiOSajuciinvestigator




