Hlaseni nezadouciho Géinku [CZ] NOvEn-

(Adverse Event Report)

NASLEDNE HLASENI (Follow-up)

HLASENiI CisLO:

@
@

Pouze pro pouziti spole¢nosti
(For company use only)

Datum pfijeti (Date of receipt)

den (dd) mésic (mon) rok (yyyy)

PFijaI(a): (Received by)

Pro studie zadejte
(For clinical trials enter)

Protokol:
, N B , (Protocol)
(Nazev a spolec¢nost napf. CRO, zastupce
spolec¢nosti) (Name and organization Cislo centra:
- eg CRO, or company representative) (Site number)

Zdroj () Spontanni (Spontaneous) (] Soucitné uziti/podani (Comp. Use) (] Lit. (Lit) CI'S|<? pacienta:
(Source) () Jiné upfesnéte (Other, Specify) (Patient number)
PODEZRELY LEK (SUSPECT DRUG)
Lék, [ékova forma, sila, Kauzalni vztah mezi
cesta podani B Datum zahajeni lécby Datum ukonceni lécby © emuaé?nekz:mouam Indikace k uziti léku
(napf. tbl 5 mg, p.o.) Davka & davkovani Cislo 3arze DD/MMM/RRRR DD/MMM/RRRR Jiné, upfesnéte (Indication for use of
(Drug, Dosage-form, (Dose & frequency) (Batch no.) (Therapy Start date (Therapy Stop date (Causayl rSIationship drug)
Strength, Route) dd.mmm.yy) dd.mmm.yy) 1 = Not related
(eg. Tab 5mg, oral) 2 = Related)
PRIJATE OPATRENI, PODEZRELY LEK (ACTION TAKEN, SUSPECT DRUG)
O Z&dny D Neznamy D Nelze pouzit
(None) (Unknown) (Not applicable)
O Snizeni davky, upiesnéte O Trvale ukoncen
(Dose decreases, specify) (Permanently discontinued)
O Zvyseni davky, upfesnéte O Docasné prerusen
(Dose increased, specify) (Temporarily interrupted)
INFORMACE O PACIENTOVI (PATIENT DATA)
Inicily: Datum narozeni: (Date of Birth) Veék: Hmotnost: Vyska: Pohlavi
(Initials) (Age) (Weight) (Height) (Gender)
| | | | Muz (Male): ()
den(dd)  meésic(mon)  rok (yyyy) kg cm Zena (Female): )

NEZADOUCI UCINEK (ADVERSE EVENT)

Popis nezddouciho Ucinku (uvedte diagnozu pokud je
zndma)- symptomy a lé¢ba (Description of Adverse Event
(provide diagnosis if available) - symptoms and treatment)

Nastup reakce: | | | |
(Event onset date)

den (dd) mésic (mon) ok (yyyy)

Ukonceni reakce: | | | |
(Event stop date)

den (dd) mésic (mon) ok (yyyy)

Vysledek nezadouciho Uc¢inku (Outcome of adverse event)

Uzdraven (Recovered)

Uzdraven s nésledky (Recovered with sequelae)
Neuzdraven (Not recovered)

Neznamy (Unknown)

Smrt (Death)

Datum Umrti: (Date of death) | | |

00000

den (dd) mésic (mon)  rok (yyyy)

Pricina(y) umrti: (Cause(s) of Death)

V pfipadé provedené pitvy prosime o poskytnuti pitevni zpravy
(If autopsy is performed please forward report)
K potvrzeni nezadouciho tcinku pfipojte, prosim, vysledky souvisejicich

laboratornich vysledki (Please attach relevant clinical laboratory assessments to

confirm the event)

prolonged hospitalization?)

O ANO (Yes) O Ne (No)

Byl nezadouci ucinek diivodem hospitalizace nebo jejiho
prodlouzeni? (Did the event result in hospitalization or

ODESLANO DO: (send to) *

Email:
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HLASENI C€ISLO: (casE NO)

ANAMNESTICKE UDAJE (MEDICAL HISTORY)

Soucasna nebo predchozi relevantni anamnéza (zahrnujici soubézna onemocnéni, alergie, koureni, alkoholismus)

Current or past relevant medical history (incl. concurrent illness, allergy, smoking, alcohol abuse)

D Ano (Yes)

D Pokud ano, uptesnéte (If Yes, please specify)

() Zadna (None)

D Nezndma (unknown)

JINE LEKY (oTHER MEDICATION) [éky uZivané b&hem poslednich 3 mésicl pfed nezaddoucim ucinkem
(Concomitant medications taken within 3 months before AE onset)

Lék, lékova forma,
sila, cesta podani
(napt. tbl 5 mg, p.o.)

(Drug, Dosage-form,

Strength, Route)
(eg. Tab 5mg, oral)

Dévka & dévkovéni
(Dose & frequency)

Datum zahajeni
lécby DD/MMM/
RRRR
(Therapy Start date
dd.mmm.yy)

Datum ukonceni
lécby DD/MMM/
RRRR
(Therapy Stop date
dd.mmm.yy)

Kauzalni vztah mezi
lékem a nezddoucim
ucinkem
1= Nesouvisi
2 = Souvisi
(Causal relationship

Indikace k uziti Iéku
(Indication for use of drug)

1 =Not related
2 = Related)

Probral pacient tento nezadouci Gcinek s osetfujicim lékafem?
(Has the patient discussed this event with their health care professional?)

() Ano(Yes) () Ne(No)

Pokud ano, mizete prosim poskytnout kontakt na osetfujiciho lékare?
(If yes, would you please provide their health care professional’s contact information?)

D Neznamo (Unknown)

Jméno: Zemé: Fax:

(Name) (Country) (Fax)

Adresa:

(Address)

Telefon: E-mail:

(Phone) (email)

Ohlasujici: (] 1ékaf (] setra (] Iékarnik () pacient () pribuzny pacienta (] jiny, prosim uptesnéte
(Reporter) (Physician) (Nurse) (Pharmacist) (Patient) (Relative) (Other, please specify)
Jméno: Zemé: Fax:

(Name) (Country) (Fax)

Adresa:

(Address)

Telefon: E-mail:

(Phone) (email)

Nazev lékarny (pokud Ize pouzit) (if applicable)
(Pharmacy Name)

E-mail
(email)

Podpis:
(Signature)

Datum zjisténi:
(Date of AE Awareness)
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HLASENI CISLO: (cAsE NO)

Upozornéni na ochranu osobnich udaja (Drug Safety Data Privacy notice)

Vase osobni Udaje budou zpracovany spolec¢nosti jejiz 1éCivy pfipravek obsahujici lenalidomid je pouzivan,
dale jen “Spole¢nost” v rozsahu poZzadovaném zdkonnymi povinnostmi v oblasti bezpecnosti l1éCiv a po dobu,
kterd je dana touto legislativou.

Spole¢nost mlze pro Gcely uchovavani udajl z dlivod(i vyse uvedenych predat Vase osobni idaje dalsim pfi-
druzenym spole¢nostem na celém svété a jakékoli tieti strané poskytujici sluzby Spole¢nosti.

Pokud Spolec¢nost, jeji pfidruzené spolecnosti nebo jakakoli tfeti strana poskytujici sluzby Spole¢nosti zpraco-
vava informace v zemich, které nemusi poskytovat stejnou Uroven ochrany osobnich Udaja jako ve Vasi zemi,
podnikne Spole¢nost prislusna opatieni k ochrané dat.

Spolecnost a jeji pfidruzené spolec¢nosti mohou zverejnit Vase osobni Udaje, pokud je to nutné pro splnéni
zakonnych a regula¢nich pozadavkd.

Podle platné legislativy mate pravo na pfistup k Vasim osobnim tudajiim poskytnutym Spolec¢nosti, k ziskani
jejich kopii, k jejich opravé a vymazani, pokud jsou nepfesné a v rozporu s uréenym zpracovanim.

Pokud si pFejete tato prava uplatnit, musite kontaktovat Spole¢nost. Mate také pravo podat stiznost u Uradu
pro ochranu osobnich Gdajt ve Ceské republice.

Dalsi informace o tom, jak Spole¢nost zpracovava Vase osobni Udaje a informace o Vasich pravech, ziskate od
spolecnosti jejiz pfipravek obsahujici lenalidomid uzivate. Kontaktni udaje jednotlivych drzitelt rozhodnuti
o registraci léc¢ivych pfipravkll obsahujicich lenalidomid Ize nalézt na webovych strankach Statniho Ustavu
pro kontrolu Iéciv v sekci Databaze Iékd na adrese http://www.sukl.cz/’modules/medication/search.php, a to
v ¢asti Kontakty, kterd se objevi po kliknuti na nazev lé¢ivého pfipravku.

Tato cast plati pouze pokud je hlasitelem pacient nebo kdokoli jiny nez osettujici |ékaf.

Vyberte prosim jednu z moznosti:
Odpovéd:
() Udéluji Sole¢nosti svoleni kontaktovat osetiujiciho lékare, ktery mé lécil / ktery 1é¢il pacienta, v pFipadé
vyskytu nezadoucich G¢ink a zmocnuji jej k poskytovani udaji z mého |ékaiského zaznamu souviseji-

cich lé¢bou/s nezadoucim ucinkem.

() Ne, nedovoluji Spole¢nosti kontaktovat osettujiciho lékare, ktery mé / pacienta I&cil.

Pokud udélite svoleni Spolec¢nosti, poskytnéte prosim informace o osettujicim Iékafi.

Jméno: Zemé: Fax:
(Name) (Country) (Fax)
Adresa:

(Address)

Telefon: E-mail:

(Phone) (email)

* Kontaktni Udaje jednotlivych drzitel rozhodnuti o registraci lécivych pripravkd obsahujicich lenalidomid Ize nalézt na webovych stran-
kéch Statniho ustavu pro kontrolu léciv v sekci Databaze 1€kl na adrese http://www.sukl.cz/zmodules/medication/search.php, a to v ¢4sti
Kontakty, kterd se objevi po kliknuti na nézev lécivého pripravku
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HLASENI CISLO: (cAsE NO)

Drug Safety Data Privacy notice

Your personal data will be processed by company whose medicine containing lenalidomide is used, herein-
after referred to as “Company” to the extent and for as long as necessary, for the purposes of the compliance
with drug safety legal obligations and for storage purposes.

The Company may transfer your personal data to other Affiliated companies worldwide and to any third party
providing services to the Company for the purposes of data retention for the reasons set out above.

If the Company, its Affiliates, or any third party providing services to the Company, processses information in
countries that may not provide the same level of data protection as your country, the Company will take ap-
propriate data protection measure. The Company and its Affiliates may disclose the personal data if required
for compliance with the legal, regulatory and compliance requirements.

Under applicable law, you may have the right to access, verify, recieve a copy of it, obtain its correction and
delete your personal data provided to the Company if it is inaccurate and inconsistent with the intended pro-
cessing.

If you wish to exercise those rights, you must contact the Company. You may also have the right to lodge
a complaint with the Office for Personal Data Protection in the Czech Republic.

For further information on how the Company processes your personal data and your rights, please contact the
company whose medicine containing lenalidomide you are taking. Contact details of individual marketing au-
thorisation holders for medicines containing lenalidomide can be found on the website of the State Institute
for Drug Control in the section Medicines Database at http://www.sukl.czzmodules/medication/search.php, in
the Contacts section, which appears after clicking on the name of the medicinal product.

This section applies only if the reporter is the patient or anyone but the prescriber/physician/HCP
Please chose one, as applicable:

() Igrant the Company permission to contact the prescriber/physician/HCP who treated me/the affected
patient when the side effect(s) occurred and authorize him/her to provide data from my medical record
related to the event(s) occurred.

() No, I do not grant the Company permission to contact the prescriber/physician/HCP who treated me/
the patient.

If you grant the Company permission, please provide the information of the prescriber/physician/HCP

Name: Country: Fax:
Address:
Phone: E-mail:

* Contact details of individual marketing authorisation holders for medicines containing lenalidomide can be found on the website of
the State Institute for Drug Control in the section Medicines Database at http://www.sukl.czZzmodules/medication/search.php, in the
Contacts section, which appears after clicking on the name of the medicinal product.
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