SPRAVA O NEZIADUCOM UCINKU LIEKU (SK)  ¢isi0 cuse 10y ymni oot

(ADVERSE EVENT REPORT) Swixx Biopharma (For Swixx
Biopharma use only)
NOVA SPRAVA (vew) || DALSIA SPRAVA (ForLowup) ||
Vyplni spolocnost (For company use only) ~ Prijal (Received by): K|iniC!(é §tl3dia
Datum prijatia (Date of receipt) (For clinical trials enter)
| | | | (Meno a organizacia, napr. CRO alebo Protokol:
> . zamestnanec spolo¢nosti) (ProtOfol)
(Igs;]) ('\//lwi;ﬁ)c (53:) (Nameandorganization-eg CRO, orcompanyrepresentative) Stredisko:
Sit b
Source D Spontaneous D Comp. Use D Lit D Other, (ite number)

Cislo pacienta:
Specify (Patient number)

PODOZRIVY LIEK (SUSPECT DRUG)

Liek, forma, sila,

Pricinny vztah lieku ku

A . ; - Eiclo Ears Zatiatok lie¢by Koniec liecby neziaducemu tcinku Indikaci sivanie liek
spdsob podania Davka a frekvencia Cislo $arze C2IatuCeru UCing ndikcia(e)pre uZivanie lieku
Th Therapy Stop date 1= nestvisi 2= stvisi S~
(Drug, Dosage-form, Strength, (Dose & frequency) (Batchno.) f izp,yn%%tg;’)te ( dd.frilmm‘.]yy) (Causal relationship (Indication for use of drug)

Route) (eg. Tab 5mg, oral) 1=Notrelated 2=Related)

PODNIKNUTE KROKY VOCI PODOZRIVEMU LIEKU (ACTION TAKEN, SUSPECT DRUG)

[] Ziadne [ | Nie sU zndme Nehodi sa
(None) (Unknown) (Not applicable)
|| Znizenie davky, Specifikujte || Ukoncenie liecby
(Dose decreased, specify) (Permanently discontinued)
|:| ZvySeniedavky, Specifikujte Docasné prerusenie liechy
(Doseincreased, specify) (Temporarily interrupted)
UDAJE O PACIENTOVI (PATIENT DATA)
Inicidly: Datum narodenia: Vek: Hmotnost (kg): Vyska (cm): Pohlavie
(Initials) (Date of Birth) (Age) (Weight) (Height) Gender:
| | | | Muz (Male): ||
Defi Mesiac Rok Zena (Female): ||
(Day)  (Month) (Year)

NEZIADUCI UCINOK (ADVERSE EVENT)

Popis neziaduceho Ucinku (prosim uvedte diagnozu, ak je dostupna) Datum vzniku | | | |

-priznakyaliecba (Descriptionof Adverse Event providediagnosisifavailable) | neZiaduceho ucinku:

- symptoms and treatment) (Event onset date) B(g;l) Pl/lw%ﬂ?hc) ()Bgakr)

Datum ukoncenia | | | |
neziaduceho Ucinku: Der Mesiac  Rok

(Event stop date) (Day) (Month) (Year)

Dasledok neziaduceho ucinku (Outcome with sequelae)

[] Zotavenie (Recovered)

[ ] Zotavenie s nasledkami (Recovered with sequelae)

[ ] Bez zotavenia (Not recovered)

[] Neznamy (Unknown)

] Umrtie (Death) | | | |
Datum Umrtia (Date of death) . :

Pricina(y) Umrtia Den  Mesiac  Rok

(Cause(s)of Death) (Day)  (Month)  (Vear)

Ak bola vykonana pitva, prosim, pripojte spravu
(If autopsy is performed please forward report)
PriloZte, prosim, relevantné klinické alebo laboratérne vysledky
napotvrdenie neZiaduceho ucinku
(Please attach relevant clinical laboratory assessments to confirm the event)

Viedol neziaduciuéinokk hospitalizaciialebokprediZeniu | Odoslite na: (Send to)

hospitalizécie? (Didtheeventresultin hospitalizationorprolongedhospitalization?) | SWixx Biopharma s.r.o. ) .
Eurovea Central 3, Pribinova 10, 811 09 Bratislava, Slovakia

|| Ano(ves) [ | Nie(no) Email: medinfo.slovakia@swixxbiopharma.com
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CISLO (cASE NO):

ANAMNEZA (MEDICAL HISTORY)

Relevantna stcasna alebo minuld anamnéza (vratane stbeinych ochoreni, alergii, faj¢enia, uZivania alkoholu)
Current or past relevant medical history (incl. concurrent iliness, allergy, smoking, alcohol abuse)

|:| Ano (Yes)
Ak dno, prosim Specifikuijte:
(If Yes, please specify)

|:| Ziadna (None)
D Neznama (Unknown)

|NY, LIEK (oTHER MEDICATION) LIEKY UZIVANE POCAS POSLEDNYCH 3 MESIACOV PRED UDALOSTOU (MEDICATION TAKEN DURING THE PAST 3 MONTHS PRIOR TO THE EVENT)

Liek, forma, sila,

sposob podania Davka a frekvencia Zatiatok liecby Koniec liechy Indikécia(e) pre uZivanie lieku
D b (Therapy Start date (Therapy Stop date A
(Drug, Dosage-form, Strength, (Dose & frequency) ddmmm.yy) dd.mmm.yy) (Indication for use of drug)

Route) (eg. Tab 5mg, oral)

Diskutoval pacient tento neZiaduci Gcinok so zdravotnickym pracovnikom?
(Has the patient discussed this event with their health care professional?)

|:| Ano (ves) |:| Nie (No) |:| Nie je zname (Unknown)

Ak ano, mohli by ste prosim poskytnit kontakt na vaseho osetrujiceho zdravotnickeho pracovnika?
(If yes, would you please provide their health care professional’s contact information?)

Meno: Krajina: Fax:
(Name) (Country) (Fax)

Adresa:
(Address)

Telefon: Email:
(Phone) (Email)

OZNAMOVATEL: | | Lekar | | Zdravotndsestra | | Lekdrnik || Pacient || Pribuzny [] Iorm, prosim
[4

uvedte Physician Nurse Pharmacist Patient Relative 1, please
(Reporter)

specify

Meno: Krajina: Fax:

(Name) (Country) (Fax)

Adresa:
(Address)

Telefon: Email:
(Phone) (Email)

Menolekarne: (akjezndma) Email:
(Pharmacyname) (ifapplicable) (Email)

Podpis

(Signature)

Datum, kedy ste sa dozvedeli o neZiaducom ucinku
(Date of AE Awareness)
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Ochrana osobnych udajov

Vase osobné udaje budu spracované spolo¢nostou Bristol-Myers Squibb Pharma EEIG (dalej len “BMS”), ktora je drzitelom
rozhodnutia o registracii liekov a jej dcérskymi spolo¢nostami na celom svete (spoloéne «my»,«nas»,«nase»), v rozsahu a na tak
dlho, ako je to potrebné na ucely zakonnych povinnosti tykajucich sa hlaseni podozreni na vedlajsie u¢inky a na ucely
uchovavania.

Na vykonavanie aktivit programu riadenia rizik vyuzivame sluzby poskytujice tretimi stranami, v tomto pripade spolo¢nost
Swixx Biopharma s.r.o. (Swixx Slovensko), ktora pésobi v naSom mene a po nasich predchadzajucich instrukciach bude priamo
rieSit akékolvek hlasenia suvisiace s vedlajSimi ucinkami.

Spolo¢nost BMS alebo Swixx Slovensko méze poskytnut vase osobné udaje regulaénym autoritam, pridruzenym spolo¢nostiam
skupiny BMS, poskytovatelom sluZieb alebo inym spolupracovnikom. Niektoré z tychto subjektov sa mézu nachadzat mimo EU.
Spolo¢nost BMS prijme prislu$né opatrenia, napriklad zavedenim $tandardnych doloziek o ochrane Udajov prijatych Eurépskou
komisiou, aby zabezpecila, Ze vasSe osobné informacie budu chranené v sulade s platnymi zakonmi o ochrane tdajov. BMS uchova
vase osobné udaje iba na obdobie, ktoré si vyzaduje zakon.

Podla platnych pravnych predpisov mate pravo na pristup a overenie svojich osobnych udajov v spolo¢nosti BMS, na ziskanie ich
képii, opravu a vymazanie, ak st nepresné a namietat proti uréitému spracovaniu. Ak si chcete uplatnit tieto prava, mézete sa
obratit na nasu osobu zodpovednu za ochranu osobnych Udajov: eudpo@bms.com. Mate taktiez pravo podat staznost dozornej
institucii, ktora zabezpecuje ochranu udajov vo vasej krajine, zoznam kompetentnych institlcii na ochranu osobnych udajov moézete
najst na stranke Eurépskej komisie v tomto odkaze: https://edpb.europa.eu/about-edpb/board/members_en.

Privacy Notice

Your personal data will be processed by Bristol-Myers Squibb EEIG (hereinafter “BMS”), as marketing authorization holder of
pharmaceutical products and its worldwide Affiliates (together « we »,« us »,« our »), to the extent and for as long as necessary, for
the purposes of the compliance with drug safety legal obligations and for storage purposes.

To conduct risk management program activities, we use third party service providers, such as, in this case, Swixx Biopharma d.o.o.
(Swixx) who will handle directly any reporting relating to adverse events, acting on our behalf, and upon our prior instructions.

Either BMS or Swixx Slovakia may disclose your personal information to regulatory authorities, affiliates of the BMS Group, ser vice
providers or other collaborators. Some of these entities may be located outside of the EU. BMS will take appropriate measures,
such as implementing standard data protection clauses adopted by the European Commission, to ensure that your personal
information will be kept secure in accordance with applicable data protection law. BMS will only retain your personal data for the
length of time required by law.

Under applicable law, you may have the right to access and verify your personal information held by BMS, receive

a copy of it, obtain its correction and deletion if it is inaccurate and object to certain processing. If you wish to exercise those rights,
you can contact our data protection officer at: eudpo@bms.com. You may also have the right to lodge a complaint with the
supervisory authority enforcing data protection in your country you can access the European Commission’s list of competent data
protection authorities under this link: https://edpb.europa.eu/about-edpb/board/members_en.
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https://www.celgene.com/celgene-privacy-policy/
https://bit.ly/2KCpbbW
https://www.celgene.com/celgene-privacy-policy/
https://www.celgene.com/celgene-privacy-policy/
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