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Privacy Notice for patient safety,
medical information and quality
purposes (Novartis
Pharmacovigilance Intake)

Updated on: 18.2.2022

This Privacy Notice for patient safety, medical
information and quality purposes (Novartis
Pharmacovigilance Intake) (the "Privacy Notice") is
intended for:

e Notifier of an adverse event/ special interest
case where patient safety information is
provided regarding our products;

e Persons requesting medical information; or

e Cases of quality defects.

Novartis Slovakia s.r.o., with its registered office at
Zizkova 22B, Bratislava 811 02, Slovak Republic,
Business ID No.: 36 723 304, registered with the
Commercial Registry of District Court Bratislava I,
Section: Sro, File No.: 44016/B, as a representative
of holder of a decision on registration of a medicinal
product listed in the package leaflet, is, as a data
controller, responsible for the processing of your
personal information collected through this website
or other communication channels. In this Privacy
Notice, “Novartis”, “we” or “us” refers to Novartis
Slovakia s.r.o.

1. Forwhich purposes do we use your personal
data and why is this justified?

We process your personal data for the purposes of
monitoring the safety of medicinal products and
medical devices, which includes detecting,
assessing and preventing adverse events and
reporting to health authorities and for any other
purposes imposed by law and respective authorities.

Novartis Slovakia s.r.o.

Zizkova 22/B, 811 02 Bratislava, Slovak Republic

Informacie o ochrane
osobnych udajov pre ucely
bezpecénosti pacientoy,
medicinskych informacii a
kvality (Novartis
Farmakovigilancia)

Aktualizované dna: 18.2.2022

Tieto Informacie o ochrane osobnych udajov na
ucCely bezpecCnosti pacientov, medicinskych
informacii a kvality (dalej jen ,Informacie®) su
uréené pre:

e oznamovatelov neziaducej udalosti/
pripadu osobitného zaujmu, kedy sa
poskytuju informacie o bezpecnosti
pacientov tykajuce sa naSich vyrobkov;

e Osoby pozadujuce medicinske

informacie, alebo
e pripady reklamacie vad kvality.

Spolo¢nost Novartis Slovakia s.r.o., so sidlom
Zizkova 22B, Bratislava 811 02, Slovenska
republika, 1CO: 36723 304, zapisana
v Obchodnom registri Okresného sudu Bratislava
[, oddiel: Sro, vlozka ¢&.: 44016/B, ako zastupca
drzitela rozhodnutia o registracii prisluSného
lieku uvedeného v pribalovom letaku, je ako
prevadzkovatel  Udajov = zodpovedna  za
spracuvanie vasich osobnych udajov
zhromazdenych prostrednictvom tohto webu
alebo inych komunikaénych kanélov. V tychto
Informéaciach ,Novartis®, ,my“ alebo ,nas“
oznaduje spolo€nost Novartis Slovakia s.r.o.

1. Na aké ucely pouzivame vase osobné
udaje a preco je to opravnené?
VaSe osobné udaje spracuvame na Uucely
sledovania bezpecnosti liekov a zdravotnickych
pomécok, ¢o zahffha vyhladavanie, hodnotenie a
predchadzanie neziaducim udalostiam, hlasenie
zdravotnickym organom a akeékolvek dalSie
ucely vyZadované pravnymi predpismi a
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The processing of your personal data is based on
our legal obligations regarding the safety of
medicinal products and medical devices.

With respect to the above, we may process your
personal data for the following purposes:

= monitoring the safety of drugs and medical
devices, which include the detection,
evaluation and prevention of adverse
events and their reporting to regulatory
authorities;

= responses to requests for medical
information, such as product availability,
clinical data, dosing and administration,
formulation and stability, interactions with
other drugs or foods, and special
populations;

= handling complaints about the quality of our
products, such as possible deficiencies in
quality and / or efficiency, stability, reliability,
safety, performance or use;

= improving our products and services;
= training or educational purposes;

= providing adequate and up-to-date
information on diseases, drugs and our
products and services;

= answering any questions or requests you
may have;

= ensuring compliance and reporting (e.g.
compliance with our policies and local legal
requirements, conducting audits, and
defense in litigation);

= archiving and record keeping; and

= other purposes imposed by law or by the
competent authorities.
We do not process your personal data unless we are
duly authorized to do so in accordance with the law.
We therefore process your personal data in the case
of:

Novartis Slovakia s.r.o.

Zizkova 22/B, 811 02 Bratislava, Slovak Republic

prislusSnymi  dradmi.  Spracuvanie  vaSich
osobnych udajov vychadza z naSich zakonnych
povinnosti tykajucich sa bezpecnosti lieckov a
zdravotnickych pomocok.

S ohladom na vy3Sie uvedené mdzeme vade
osobné udaje spracuvat na nasledujuce ucely:
= sledovanie bezpeCnosti liekov a
zdravotnickych pomécok, €o zahffia
vyhladavanie, vyhodnocovanie a
prevenciu neziaducich udalosti a ich
nahlasovanie regulacnym uradom;

= odpovedanie na ziadosti o medicinske
informacie ako je dostupnost vyrobku,
klinické Udaje, davkovanie a spdsob
podavania, zloZenie a €as pouzitelnosti,

interakcie S inymi liekmi alebo
potravinami a  osobitné  skupiny
pacientov;

= vybavovanie staznosti na kvalitu nasich
produktov, akymi su pripadné
nedostatky kvality a/alebo ucinnosti,
stability, spolahlivosti, bezpec€nosti,
vykonnosti alebo uzivania;

= zlepSovanie nasich produktov a sluzieb;
= 3kolenie alebo vzdelavacie ucely;

= poskytovanie adekvatnych a aktualnych
informacii o chorobach, liekoch a nasich
produktoch a sluzbach;

= zodpovedanie vaS$ich pripadnych otazok
alebo Ziadosti;

= zabezpedenie dodrziavania predpisov a
podavania sprav (napriklad dodrziavanie
nasich zdsad a miestnych zakonnych
poziadaviek, vykonavanie auditov a
obhajoba v ramci sudnych sporov);

= archivacia a vedenie zaznamov; a

= iné ucely ulozené zakonom alebo
prisludnymi aradmi.

VasSe osobné Udaje nespracuvame, ak nie sme
k danému Ucelu v sulade so zdkonom riadne
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= jt is necessary to comply with our legal
obligations regarding the safety of drugs
and medical devices,

= jtis necessary for reasons of public interest
in the field of public health,

= that it is necessary for our legitimate
interests and does not negatively affect your
interests or fundamental rights and
freedoms.
Please note that when processing your personal
data in the latter case, we always try to maintain a
balance between our legitimate interests and your
privacy. Examples of such “legitimate interests” in
the processing of personal data may be answering
your guestions.

2. What personal data do we have about you?

If you report an adverse event concerning one of our
products, we will ask for your name and contact
details in order to be able to contact you in case
additional information is needed and/or to respond
to your report. We will also collect information about
your qualification in case you are a healthcare
professional. We are also recording the |IP address
of the system from which the report was submitted.

Depending on your adverse event report and if
necessary for the assessment, we may also process
the following data categories:
= Patient identification data, such as: number,
identification code, demographic
information (age, year or date of birth, sex,
weight, height);

= Health data: treatments administered,
examination results, nature of the adverse
effect(s), personal or family history,
diseases or associated events, risk factors;
information on how the prescribes

Novartis Slovakia s.r.o.

Zizkova 22/B, 811 02 Bratislava, Slovak Republic

opravneni. Vase osobné udaje teda spracuvame
v pripade:

= ak je to nevyhnutné na dodrzanie naSich

pravnych povinnosti tykajucich sa
bezpec€nosti liekov a zdravotnickych
pomaocok,

= ak je to nevyhnutné z dévodu verejného
zaujmu v oblasti verejného zdravia,

= ak je to nevyhnutné na zaklade naSich
opravnenych zaujmov a nema to
negativny vplyv na vaSe zaujmy alebo
zakladné prava a slobody.
Vezmite prosim na vedomie, Ze pri spracuvani
vasich osobnych udajov sa v neposlednom rade
vzdy snazime udrzat rovnovahu medzi svojimi
opravnenymi zaujmami a vasim sukromim.
Prikladmi  takych  ,opravnenych  zaujmov®
k spracuvaniu osobnych uUdajov moézu byt
odpovede na vase otazky.

2. Aké osobné udaje o vas mame?

Ak nahlasite nezZiaducu udalost tykajucu sa
niektorého z nasSich produktov, poziadame vas o
vaSe meno a kontaktné udaje, aby sme vas mohli
kontaktovat' v pripade potreby dalSich informacii
al/alebo odpovedat na vase hlasenie. V pripade,
Ze ste zdravotnicky pracovnik, zbierame tiez
Udaje o vasej kvalifikacii. Zaznamenavame tieZ IP
adresu systému, zktorého bolo hlasenie
odoslané.

V zavislosti od vasho hlasenia o neZiaducej
udalosti a ak je to nevyhnutné, mézeme
spracuvat nasledujuce kategorie udajov:

= identifikatné udaje pacienta, akymi su:
Cislo, identifikacny kod, demografické
informacie (vek, rok alebo datum
narodenia, pohlavie, vaha, vyska);

= zdravotné Udaje: podana lieCba,
vysledky vySetrenia, povaha
neziaduceho (-cich) ucinku (-ov), osobna
alebo rodinna anamnéza, choroby alebo
suvisiace udalosti, rizikové faktory;

U NOVARTIS | Reimagining Medicine



TTA
YA

T
P

L L

medicines were used as well as the therapy
management;

Information on ancestry and descent of the
person, whether it is a newborn, information
on pregnancy and/or breastfeeding;

Occupational data: current and past
occupations;
Information regarding consumption of

tobacco, alcohol, drugs;

Information on lifestyle, life habits and
behaviors, including, e.g., dependency,
physical exercise (intensity, frequency,
duration), diet and eating behavior, sex life;

Ethnicity, in cases where the Summary of
Product Characteristics (SmPC) includes
specific information relating to the ethnic
origin and according to the criteria defined
in the SmPC.

3. Who has access to your personal data?

informacie o] spbdsobe uzivania
predpisanych liekov, rovnako ako aj o
manazmente liecby;

= informacie o predkoch a potomstve
osoby, ¢i ide o novorodenca, informacie
o tehotenstve a/alebo dojceni;

= Udaje o zamestnani: su¢asné a minulé
zamestnania;

= informéacie tykajuce sa konzumécie
tabaku, alkoholu, drog;

= informacie o zivotnom Style, Zivotnych
navykoch a spravani, vratane napr.
zavislosti, fyzického cvicenia (intenzita,
frekvencia, trvanie), diéty a stravovacich
navykov, sexualneho zZivota;

= etnicka prisluSsnost v pripade, ak
suhrnna informacia o lieku (SPC)
obsahuje konkrétnu informaciu tykajucu
sa etnického pdvodu, a v sulade s
kritériami uvedenymi v SPC.

Kto ma pristup k vasim osobnym
udajom?

We will not share, or otherwise transfer your
personal data to third parties other than those
indicated in this Privacy Notice. In the course of our
activities and for the same purposes as those listed
in this Privacy Notice, your personal data can be
accessed by, or transferred to:

= The Head of Drug Safety / medical
information / quality assurance and their
teams;

= The general manager / authorized person
and their representatives, within the limits of
their attributions;

= Members of the legal and regulatory affairs
department, depending on their
responsibility;

Novartis Slovakia s.r.o.

Zizkova 22/B, 811 02 Bratislava, Slovak Republic

Vase osobné Udaje nebudeme spristupriovat
ani inak poskytovat tretim stranam okrem tych,

ktoré su

uvedené v tychto

Informaciach.

V priebehu nasej €innosti a na rovnaké ucely,
ako su uvedené v tychto Informéaciach, ma
k vaSim osobnym udajom pristup alebo ich

obdrzi:

= veduci
liekov/medicinskych

oddelenia bezpec€nosti

informacii/

zabezpecenia kvality a ich timy;

= generalny riaditel/ poverena osoba

aich zastupcovia,

v medziach ich

pravomoci;

= povereni Clenovia pravneho oddelenia

a

oddelenia

registracie  lieCiv
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= Audit department to check compliance with
regulatory or internal requirements;

= Other Novartis Group companies, in
particular Novartis AG;

= Other pharma companies whose product
may be at stake (without disclosing your
identity);

= Health care providers concerned by the
report;

= Service providers acting on behalf of
Novartis, such as providers of IT systems,
hosting providers and adverse events
processing services (e.g., translation
services). The above third parties are
contractually obliged to protect the
confidentiality and security of your personal
data, in compliance with applicable law.

Your personal data can also be accessed by or
transferred to any national and/or international
regulatory, enforcement, public body or court, where
we are required to do so by applicable law or
regulation or at their request.

The personal data we collect from you may also be
processed, accessed or stored in a country outside
the country where Novartis is located, which may not
offer the same level of protection of personal data.

If we transfer your personal data to external
companies in other jurisdictions, we will make sure
to protect your personal data by:

Novartis Slovakia s.r.o.

Zizkova 22/B, 811 02 Bratislava, Slovak Republic

v zavislosti na tom, €i narok spada do
ich oblasti zodpovednosti;

= oddelenie auditu za ucelom kontroly
regulaénych alebo internych
poziadaviek;

= ostatné spolo¢nosti skupiny Novartis,
najma Novartis AG;

= ostatné farmaceutické spolo¢nosti,
ktorych vyrobky mézu byt predmetom
zauimu (bez  zverejnenia  vaSej
identity);

= poskytovatelia zdravotnej
straostlivosti, ktorych sa hlasenie tyka;

= poskytovatelia sluzieb konajuci v mene
spolo¢nosti skupiny Novartis, akymi su
poskytovatelia IT systémoy,
poskytovatelia hostingu a dalSi
poskytovatelia sluzieb suvisiacich so
spracuvanim neziaducich udalosti
(najma prekladatel'ské sluzby). Vyssie
uvedené tretie strany su zmluvne
zaviazané chranit dbévernost a
bezpelnost' vadich osobnych udajov
v sulade s platnymi pravnymi
predpismi.

K vadim osobnym uUdajom modzZe tiez
pristupovat alebo ich preniest akykolvek
vnutroStatny a/alebo medzinarodny regulacny,
donucovaci, verejny organ alebo sud, ak to od
nas vyzaduje prislusny zakon alebo nariadenie
alebo na ich Ziadost.

Vase osobné udaje, ktoré spracuvame, mézu
byt tiez spracivané v inej krajine, nez kde sa
nachadza sidlo spolo€nosti Novartis, kde
nemusi byt k dispozicii rovnaka droveri
ochrany osobnych udajov.

Ak prenasame vaSe osobné udaje externym
spolo€nostiam v inych jurisdikciach, zaistime
ochranu osobnych udajov tym, ze:
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I.  applying the level of protection required
under the local data protection/privacy laws
applicable to Novartis;

Il. acting in accordance with our policies and
standards and;

M. for Novartis located in the European
Economic Area (i.e. the EU Member States
plus Iceland, Liechtenstein and Norway, the

"EEA"),

unless otherwise specified, only transferring your
personal data on the basis of standard contractual
clauses approved by the European Commission.

For intra-group transfers of personal data the
Novartis Group has adopted Binding Corporate
Rules, a system of principles, rules and tools,
provided by European law, in an effort to ensure
effective levels of data protection relating to
transfers of personal data outside the EEA and
Switzerland.

4. How long do we store your personal data?

We will only store personal data for a as long as we
reasonably consider necessary for achieving the
purposes set out in this Privacy Notice and as it is
required and/or permissible under applicable laws.

5. What are your rights and how can you
exercise them?

Under the conditions provided for by the applicable
regulation, you have the right to:

= the right to access your personal data as
processed by us and, if you believe that any
information relating to you is incorrect,
obsolete or incomplete, to request its
correction or updating;

Novartis Slovakia s.r.o.

Zizkova 22/B, 811 02 Bratislava, Slovak Republic

uplatnime uUroven ochrany vyzadovanej
v sulade s miestnymi zakonmi o ochrane
osobnych udajov/sukromia vztahujacimi
sa na Novartis,
budeme konat vsulade s naSimi
zasadami a Standardmi a;

pre Novartis, sidliaci v Eurépskom
hospodarskom priestore (t.j. ¢lenské
$taty EU plus Island, Lichtenstajnsko a
Norsko, ,EHP*),

ak nie je uvedené inak, vase osobné udaje sa
budu prenasat iba na zaklade Standardnych
zmluvnych doloziek schvalenych Eurépskou
komisiou.

Pre Gcely prenosu osobnych udajov v ramci
skupiny prijala skupina Novartis zavazné

vnutropodnikové

pravidla, systém zasad,

pravidiel a nastrojov, ktory poskytuje eurépske
pravo, v usili zaistit efektivnu uroven ochrany
udajov tykajucich sa prenosu osobnych udajov
okrem Uzemia EHP a Svajgiarska.

4., Ako dlho uchovavame vase osobné
udaje?

Vyssie

uvedené osobné udaje budeme

uchovavat iba poCas takej dlhej doby, ktoru
budeme povazovat za primerane nevyhnutnu

k dosiahnutiu

ucelov stanovenych v tychto

Informaciach a/alebo ktoru pripustaju prislusné

zakony.

5. Aké su vase prava a ako ich moézete
uplatnit?

Za

podmienok

stanovenych  prisludnymi

pravnymi predpismi mate pravo:

pravo na pristup k svojim osobnym
Udajom, ktoré spracuvame, a ak sa
domnievate, ze akékolvek s vami
slvisiace informacie suU nespravne,
zastaralé alebo neuplné, poziadat' o ich
opravu alebo aktualizaciu;

U NOVARTIS | Reimagining Medicine



TTA
TAY

rYAY A
LT

= the right to request the erasure of your
personal data or the restriction thereof to
specific categories of processing;

= theright to request its portability, i.e. that the
personal data you have provided to us be
returned to you or transferred to the person
of your choice, in a structured, commonly
used and machine-readable format without
hindrance from us and subject to your
confidentiality obligations.

If you have a question or want to exercise the above
rights, you may send an email to
privacy.slovakia@novartis.com.

If you are not satisfied with how we process your
personal data, please address your request to our
data protection officer at
global.privacy_office@novartis.com,  who
investigate your concern.

will

In any case, you also have the right to file a
complaint with the competent data protection
authorities.

6. How will you be informed of the changes to
our Privacy Notice?

We may change or update this Privacy Notice from
time to time by posting a new privacy notice on our
corporate website https://www.novartis.cz in Section
“About us”. Please keep checking this Privacy
Notice occasionally so that you are aware of any
changes.

In case of any discrepancies between the Slovak
and English version of this Privacy Notice, the
Slovak version shall prevail.

Novartis Slovakia s.r.o.

Zizkova 22/B, 811 02 Bratislava, Slovak Republic

= pravo pozadovat vymazanie svojich
osobnych udajov alebo ich obmedzenie
na konkrétne kategorie spracuvania;

= pravo na prenositelnost, t.j. aby osobné
Udaje, ktoré ste nam poskytli, boli
prevedené na vami vybrand osobu
v Strukturovanom, bezne pouzivanom a
strojovo  Citatefnom  formate  bez
akychkolvek prekazok na nasej strane a
v sulade s va8imi zavazkami dovernosti.

Ak mate nejaku otazku alebo si chcete uplatnit
vySSie uvedené prava, mézete poslat e-mail na
privacy.slovakia@novartis.com.

Ak nie ste spokojni s tym, ako spracivame vase
osobné udaje, obratte sa na nasu zodpovednu
osobu pre ochranu udajov
global.privacy_office@novartis.com, ktora vasu
zalezitost presetri.

V kazdom pripade, okrem vySSie uvedenych prav
mate tiez pravo podat staznost prisluSnym
organom pre ochranu udajov.

6. Ako budete
nasSich Informacii?

informovani o zmenach

Tieto Informacie m6Zeme z &asu na &as zmenit
alebo aktualizovat zverejnenim nového znenia
na nadej firemnej webovej stranke
https://www.novartis.sk/ v Sekcii ,0 nas“.
Prilezitostne, prosim, kontrolujte tieto Informacie,
aby ste vedeli o pripadnych zmenach.

medzi
tychto

V  pripade akéhokolvek rozporu
slovenskym a anglickym znenim
Informacii ma prednost slovenské znenie.
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