General Privacy Notice for
Pharmacovigilance, Medical
Information, and Product Quality
Complaints

Updated on: 17.10.2022

This Privacy Notice
addressed to:

(“Privacy Notice”) is

e individuals reporting adverse
events/special case scenarios, providing
safety information concerning our products,
requesting medical information, and
submitting product quality complaints; and

e individuals that are the subject of adverse
events/special case scenarios, medical
information queries, and product quality
complaints.

Novartis is committed to protecting personal data
and being transparent about its collection and use.
This Privacy notice provides you with information
on how Novartis Pharma AG and/or its affiliates
(within the Slovak Republic - 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 |, Section: Sro,
File No.: 44016/B) which act as Marketing
Authorisation Holders for medicinal products
(“Novartis”, “we” or “us”) process personal data as
controllers. Novartis Pharma AG designated
Novartis Pharma S.A.S., 8-10, rue Henri Sainte-
Claire Deville, 92563 Rueil Malmaison, France as
its representative in the European Union.

We invite you to read this Privacy Notice carefully,
as it contains important information. Should you
have any further questions, we invite you to contact
privacy.slovakia@novartis.com.

Novartis Slovakia s.r.o.

Zizkova 22/B, 811 02 Bratislava, Slovak Republic

VSeobecné oznamenie o
ochrane osobnych udajov pre
farmakovigilanciu, medicinske

informacie a st'aznosti na

kvalitu produktov

Aktualizované dna: 17.10.2022

Toto oznamenie o ochrane osobnych udajov :
(dalej len ,0znamenie®) je urcené:

e 0sobam hlasiacim neziaduce udalosti /

pripady osobitného zaujmu,
poskytujucim informacie o bezpecénosti
tykajuce sa nasich produktov,
pozadujucim medicinske informacie
a predkladajucim staznosti na kvalitu
produktov; a

e 0sobam, ktoré su subjektom
neziaducich  udalosti /  pripadov

osobitného zaujmu, poziadaviek na
medicinske informacie a staznosti na
kvalitu produktov.

Spolo€nost  Novartis sa zaviazala chranit
osobné udaje a zachovat transparentnost pri ich
zbere a pouzivani. Toto oznamenie obsahuje
informacie o tom, ako Novartis Pharma AG
al/alebo jeho pridruzené spoloCnosti (v ramci
Slovenskej republiky - Novartis Slovakia s.r.o.,
so sidlom Zizkova 22B, Bratislava 811 02,
Slovenska republika, ICO: 36 723 304, zapisana
v Obchodnom registri Okresného sudu
Bratislava |, oddiel: Sro, vioZka ¢.: 44016/B),
ktoré pbdsobia ako drzitelia rozhodnutia o
registracii pre medicinske produkty (,Novartis®,
»,my“ alebo ,nas*), spraclivaju osobné udaje.
Spoloénost  Novartis Pharma AG urcila
spolo¢nost Novartis Pharma S.A.S., 8-10, rue
Henri Sainte-Claire Deville, 92563 Ruell
Malmaison, Francuzsko za svojho zastiupcu v
Eurépskej Unii.

Ziadame Vas, aby ste si starostlivo preéitali toto
Oznamenie, kedze obsahuje dolezité
informacie. Ak by ste mali akékolvek dalSie
otadzky, kontaktujte nas na e-mailovej adrese
privacy.slovakia@novartis.com.
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1. Why do we collect and use personal data?

1. Pre¢o zbierame a pouzivame osobné

udaje?

We process personal data for the purposes below,
and we do not process personal data unless we
have a proper justification in law.

ucely a

Osobné udaje spracuvame pre nizSie uvedené

nespracivame ich, pokial nemame

prislusné opravnenie podla zakona.

Monitorovanie bezpecnosti liekov a zdravotnickych pomécok, co zahrna
vyhladdvanie, hodnotenie, dalSie sledovanie a predchddzanie neZiaducim
udalostiam a hldsenie neZiaducich udalosti zdravotnickym uradom.

Purpose / Ucel Justification (legal basis) / Oprdvnenie
(prévny zdklad)

Monitoring the safety of medicinal products and medical devices, which | Novartis’ legitimate interests in these

includes detecting, assessing, following up on, and preventing adverse | purposes. /

events, and reporting adverse events to health authorities. / , 3 L. . . .
Oprdvnené zdujmy spolocnosti Novartis

Responding to medical information queries, for example in relation to
availability of products, clinical data, dosing and administration,
formulation and stability, and interactions with other drugs, foods, and
conditions. /

Zodpovedanie otdzok tykajucich sa medicinskych informdcii, napr.
dostupnost produktov, klinické udaje, ddvkovanie a spésob poddvania,
zloZenie a cas poulZitelnosti, interakcie s inymi liekmi, potravinami a
podmienky pouZivania.

Responding to quality complaints regarding our products, such as any
fault of quality and/or effectiveness, stability, reliability, safety,
performance, or usage. /

Odpovedanie na staznosti tykajuce sa kvality nasich produktov ako napr.
akdkolvek chyba tykajuca sa kvality a/alebo ucinnosti, stability,
spolahlivosti, bezpecnosti, vykonnosti alebo pouZivania.

Performing non-interventional studies using safety monitoring data to
evaluate the reproductive toxicity risk when a product might be used
during pregnancy. For this purpose, we may periodically follow up with
relevant healthcare professionals to collect information on the outcome
of the pregnancy and the development of the child after birth. /

Vykondvanie neintervencnych Studii s vyuZitim udajov zo sledovania
bezpecnosti za ucelom hodnotenia rizika reprodukénej toxicity, ak by
produkt mal byt pouZity pocas tehotenstva. Pre tento ucel méZeme byt v
pravidelnom kontakte s relevantnymi zdravotnickymi pracovnikmi, aby
sme ziskali informdcie o vysledku tehotenstva a vyvoji dietata po pérode.

tykajuce sa tychto ucelov.

Compliance with legal obligations regarding
the safety of medicinal products and medical
devices and/or to ensure the safety of
medicines in the substantial public interest. /

DodrZanie nasich prdavnych povinnosti
tykajuch  sa  bezpecnosti  liekov  a
zdravotnickych pomécok a/alebo  zaistenie
bezpecnosti liekov vo vyznamnom verejnom
zdujme.

To protect the vital interests of an individual
or individuals. /

Chranit Zivotne délezité zdujmy jednotlivca
alebo jednotlivcov.

Answering other questions or requests and improving our products and | Novartis’ legitimate interests in these
services. / purposes. /
Zodpovedanie ostatnych otdzok alebo poZiadaviek a zlepsovanie nasich | Oprdvnené zdujmy spoloc¢nosti Novartisu
produktov a sluZieb. tykajuce sa tychto ucelov.
Complying with our policies and legal, regulatory, and compliance | Novartis’ legitimate interests in these
requirements, as well as conducting audits and defending litigation. / purposes. /
DodrzZiavanie nasich zdsad v sulade s pravnymi, dradnymi poZiadavkami | Oprdvnené zdujmy spoloc¢nosti Novartis
a poZiadavkami na dodrZiavanie predpisov, ako aj vykondvanie auditov | tykajtce sa tychto ucelov.
a obhajoba v ramci sudnych sporov. . .

The processing is necessary for the

establishment, exercise or defence of legal
claims. /

Spracovanie je potrebné pre stanovenie,
vykondvanie alebo obhajobu  prdvnych

Novartis Slovakia s.r.o.

Zizkova 22/B, 811 02 Bratislava, Slovak Republic

U NOVARTIS | Reimagining Medicine



ndrokov.

Please note that in some countries, consent is the
basis on which personal data is processed.

2. What personal data do we collect and use?

For the purposes listed in this Privacy Notice, we
collect and use the following categories of personal
data:
» information about individuals that report
adverse events or a special case scenario
(such as exposure during pregnancy,
breastfeeding, overdose, lack of efficacy,
etc.) or make medical information queries
or product quality complaints, including
healthcare professionals and carers. This
allows us to respond to queries and seek
additional information as needed. The data
we collect may include your name, emalil
and/or postal address, phone number, and
place of work (for healthcare
professionals). If you are a healthcare
professional, we may also collect
information in order to confirm that you are
a healthcare professional;

= patients’ details, including name, hospital
record numbers, age or date of birth, sex,
weight, height, race, whether pregnant
and/or breastfeeding, ethnicity (where the
Summary of Product Characteristics
includes specific information relating to
ethnic origin), and occupational data (where
this is strictly necessary for the evaluation
of the adverse event); and

= where strictly necessary and relevant for
the purposes described in this Privacy
Notice, patient health and lifestyle

Novartis Slovakia s.r.o.

Zizkova 22/B, 811 02 Bratislava, Slovak Republic

Je potrebné poznamenat, Ze v niektorych
krajinach je suhlas zakladom pre spracovanie
osobnych udajov.

2. Aké osobné udaje zbierame a
pouzivame?
Pre ucely uvedené v tomto Oznameni zbierame
a pouzivame nasledujuce kategérie osobnych
udajov:
= informacie o osobach, ktoré hlasia
neziaduce udalosti alebo pripady
osobitného zaujmu (ako napr. uzivanie
lieku pocdas tehotenstva, dojcenia,
predavkovanie, nedostato¢na ucinnost,
atd.) alebo ktoré ziadaju medicinske
informacie alebo podavaju staznosti na
kvalitu produktov vratane
zdravotnickych pracovnikov a
oSetrovatelov. To nam umoziuje
odpovedat na otazky a vyhladavat
dodatocné informacie, ak je to potrebné.
Udaje, ktoré zbierame mézu zahffiat
Vase meno, e-mailovu a/alebo postovu
adresu, telefénne Ccislo a pracovisko
(pre zdravotnickych pracovnikov). Ak
ste zdravotnicky pracovnik, méZeme
takisto zbierat informacie, za u€elom
potvrdenia, Ze ste  zdravotnicky
pracovnik;

» Udaje o pacientoch vratane mena, Cisla
nemocniéného zaznamu, veku alebo
datumu narodenia, hmotnosti, vysky,
rasy, tehotenstva a/alebo dojcenia,
etnickej skupiny (tam, kde Suhrn

charakteristickych vlastnosti lieku
zahifia Specifické informacie tykajuce sa
etnického povodu) a Udaje

o zamestnani (ak je to nevyhnutne
potrebné pre zhodnotenie neZiaducej
udalosti) a

= tam, kde je to nevyhnutne potrebné a
relevantné pre ucely uvedené v tomto
Oznameni, informacie o zdravi pacienta
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information, including but not limited to
nature of adverse effects, examination
results, personal or family medical history,
diseases or associated events, risk factors,
information about the use of medicines and
therapy management, physical exercise,
diet and eating behaviour, sexual
life/contraception, and consumption of
tobacco, alcohol, and drugs.

3. Who has access to personal data?

We do not share or otherwise transfer personal
data to third parties other than those indicated in
this Privacy Notice. Personal data may be
accessed by or transferred to:

= our personnel (including those in our
Patient Safety, Medical Information, Quality
Assurance, and Legal departments) and
other Novartis Group companies;

= other pharmaceutical and medical device
companies, if the adverse event, request
for information, or complaint relates to one
of their products; and

= service providers acting on behalf of
Novartis companies, such as IT system and
data hosting providers, and adverse event
processing service providers (including call
centre providers). These third parties are
contractually obliged to protect the
confidentiality and security of personal
data, in compliance with applicable law.

Personal data may also be shared with:

= healthcare professionals involved in
reporting of an adverse event, request for
information, or complaint;

Novartis Slovakia s.r.o.

Zizkova 22/B, 811 02 Bratislava, Slovak Republic

a jeho zivotnom Style, vratane, ale nie
vyluéne o povahe neZiaducich ucinkov,
vysledkoch vySetreni, osobnej alebo
rodinnej anamnéze, chordbach alebo
suvisiacich udalostiach, rizikovych
faktoroch, informacie o pouzivani liekov
a spbsobe liecby, telesnej aktivite, diéte
a stravovacich navykoch, sexualnom
zivote / antikoncepcii a spotrebe
tabaku, alkoholu a drog.

3. Kto ma pristup k osobnym udajom?
Nezdielame a ani inym  spOsobom
neodovzdavame osobné udaje inym tretim
stranam ako su uvedené v tomto Oznameni.
Osobné udaje su pristupné alebo
odovzdavané:

= naSmu personalu (vratane pracovnikov
Oddelenia bezpec€nosti pacientov,
Oddelenia  medicinskych informacii,
Oddelenia kvality a Pravneho oddelenia)
ainym spolo¢nostiam patriacim do
skupiny Novartis;

= inym farmaceutickym spolo¢nostiam
a spolo¢nostiam vyrabajucim
zdravotnicke pomécky, ak sa neziaduca
udalost, poziadavka na informacie
alebo staznost tyka jedného =z ich
vyrobkov; a

= poskytovatelom sluzieb jednajucim
v mene spolo¢nosti skupiny Novartis
ako napr. poskytovatelia IT systémov
a datovych uloZisk a poskytovatelom
sluzieb spracovania neziaducich
udalosti (vratane prevadzkovatelov call
centier). Tieto tretie strany su zmluvne
zaviazané chranit dbvernost’
a bezpecnost osobnych Udajov v sulade
S prislusnymi zakonmi.

Osobné udaje je takisto mozné zdielat’

" SO zdravotnickymi pracovnikmi
zapojenymi do hlasenia neZiaducej
udalosti, poZiadavky na informécie
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» health authorities including the European
Medicines Agency (EMA) which controls
the EU EudraVigilance database
(https://www.ema.europa.eu), as well as
the US Federal Drug Agency (FDA); and

* a 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.

4. Where is personal data stored?

Personal data may be processed, accessed, or
stored in a country outside the country where you
are located, which may not offer the same level of
protection of personal data.

If we transfer personal data to external companies
in other jurisdictions, we will protect personal data
by (i) applying the level of protection required under
the data protection/privacy laws applicable to
Novartis Pharma AG / Novartis Slovakia s.r.o.; (ii)
acting in accordance with our policies and
standards; and (iii) for Novartis companies located
in the European Economic Area (‘EEA”), unless
otherwise specified, only transferring your personal
data on the basis of standard contractual clauses
approved by the European Commission. You may
request relation
international transfers of personal data and obtain a
copy of the adequate safeguard put in place by
exercising your rights as set out below.

additional information in to

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

Novartis Slovakia s.r.o.

Zizkova 22/B, 811 02 Bratislava, Slovak Republic

alebo staznosti;

= so zdravotnickymi Uradmi vratane
Europskej liekovej agentary (EMA),
ktora riadi databazu EU EudraVigilance
(https://www.ema.europa.eu) ako aj
Federalnej agentury (FDA)
v USA; a

= s narodnymi a/alebo medzinarodnymi
regulaCnymi organmi, organmi na
presadzovanie prava, verejnymi
organmi alebo sudmi, kde sme
povinni tak robit na zaklade
prislusného zakona alebo predpisu
alebo na ich ziadost.

liekovej

4. Kde sa uchovavaju osobné udaje?

Osobné udaje sa mbézu  spracuvat,
spristupfiovat alebo uchovavat mimo VaSej
krajiny, o méze mat za nasledok rozdielnu
uroven ochrany osobnych udajov.

Ak prenasame osobné Uudaje do externych
spolo€nosti v inych jurisdikciach, osobné udaje
budeme chranit (i)
ochrany poZadovanej zakonmi na ochranu
osobnych dajov / zachovania dbvernosti
platnych pre Novartis Pharma AG / Novartis
Slovakia s.r.o.; (ii) konanim v sulade s naSimi
postupmi a Standardmi; a (iii) pre spolognosti
skupiny  Novartis nachadzajuce sa v
Eurépskom hospodarskom priestore (EEA),
pokial nie je inak Specifikované, iba prenosom
osobnych Uudajov na =zaklade 3&tandardnych
zmluvnych ustanoveni schvalenych Eurdpskou

uplatiovanim  Urovne

komisiou. PoZadovat mobZete dodatocné
informacie  tykajuce sa  medzinarodnych
prenosov osobnych udajov a obdrzanie képie
zaruky ochrany platnej na zaklade vykonavania

Vasich prav uvedenych niZsie.

Pre prenosy osobnych udajov v ramci skupiny
Novartis na3a spoloCnost prijala
vnutropodnikové pravidla — systém principov,
pravidiel a nastrojov poskytovanych eurdpskymi
zakonmi, v snahe zaistit' u¢inné urovne ochrany
osobnych udajov v suvislosti s prenosmi

zavazné
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Switzerland. You can read at

Www.hovartis.com/privacy.

more

5. How long do we store personal data?

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

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

You have the right to:

= access your personal data and, if you
believe that it is incorrect, obsolete or
incomplete, to request that it is corrected or
updated,;

*= request the erasure of your personal data
or the restriction of its use;

= if the processing is based on your consent,
to withdraw your consent at any time,
without affecting the lawfulness of the
processing before such withdrawal,

= object, in whole or in part, to the processing
of your personal data; and

= request portability of your personal data
(.,e. for it to be returned to you or
transferred to the person of your choice, in
a structured, commonly used and machine-
readable format).

We may apply exceptions to these rights where
appropriate and in accordance with local law.

If you have a question or want to exercise the
above rights, please visit www.novartis.com/privacy
or send us an email to
privacy.slovakia@novartis.com.

Novartis Slovakia s.r.o.

Zizkova 22/B, 811 02 Bratislava, Slovak Republic

osobnych udajov mimo EEA a Svajgiarska. Viac

sa doditate na stranke

WWWwW.hovartis.com/privacy.

5. Ako dlho uchovavame osobné udaje?

Uchovavat vy3Sie uvedené osobné
budeme iba tak dlho, ako je nevyhnutne
potrebné na dosiahnutie uc€elov uvedenych
vtomto Oznameni a na zaklade poziadaviek
v prislusnych zakonoch.

udaje

6. Aké su Vase prava a ako ich moézete
uplatiovat’?

Mate pravo:

= na pristup k Vasim osobnym udajom a
ak si myslite, ze su nespravne,
zastarané alebo neupiné, mate pravo
pozadovat ich opravu alebo
aktualizaciu;

= pozadovat vymazanie VaSich osobnych

udajov alebo obmedzenie ich
pouzivania;
= odvolat kedykolvek Vas suhlas, ak

spracuvanie osobnych udajov vychadza
z udelenia Vasho suhlasu, bez
ovplyvnenia zakonnosti spracovania
pred odvolanim suhlasu;

= namietat spracuvanie VaSich osobnych
udajov vcelku alebo urcitej Casti; a

= pozadovat prenositelnost Vasich
osobnych udajov (t.j. ich vratenie Vasej
osobe alebo ich prenos Vami zvolenej

osobe v  Strukturovanom, bezne
pouzivanom a strojovo Citatefnom
formate).

Pri tychto pravach mdézeme uplatfiovat vynimky,
tam kde je to primerané a ak je to v sulade s
miestnymi zakonmi.

Ak mate otazky alebo si chcete uplatnit’ vysSie

uvedené prava, navstivte stranku
www.novartis.com/privacy, alebo nas kontaktujte
na emailovej adrese

privacy.slovakia@novartis.com.
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In any case, you also have the right to file a
complaint with a supervisory authority in addition to
your rights above.

7. How can you contact us?

If you want to contact our Data Protection Officer,
please email global.privacy_office@novartis.com or
write to Global Data Privacy Office, Novartis
Pharma AG, Lichtstrasse 35, 4056 Basel,
Switzerland.

This Privacy Notice was last updated in October
2022. Changes or additions will be notified through
our usual communication channels (e.g. via our
website).

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

V kazdom pripade mate okrem vysSie
uvedenych prav takisto pravo podat staznost
organu vykonavajucemu dohlad.

7. Ako sa s nami mbzete spojit'?

Ak sa chcete spojit s naSou zodpovednou
osobou pre ochranu osobnych uUdajov, napiste
e-mail na adresu
global.privacy_office@novartis.com alebo piste
na adresu Global Data Privacy Office, Novartis
Pharma AG, Lichtstrasse 35, 4056 Bazilej,
Svajgiarsko.

Toto Oznamenie bolo naposledy aktualizované v
oktébri 2022. Zmeny alebo dodatky budu
oznamené cez naSe bezné komunikacné kanaly
(napr. cez nadu webovu stranku).

medzi
tohto

V  pripade akéhokolvek rozporu
slovenskou a anglickou verziou
Oznamenia ma prednost slovenska verzia.
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