A

(

Celeene NOVE (vew) [
\vg NASLEDNE HLASENI (]

LY , vE’agelon, L.
HLASENI NEZADOUCIHO UCINKU[CZ]
(CELGENE ADVERSE EVENT REPORT)

HLASENI CISLO:(ror ceigene

use only)

(Follow-up)
Pouze pro pouziti Celgene (For company use  PFijal(@) (Received by):

only)
Datum prijeti (Date of receipt)

Pro studie zadejte
(For clinical trials enter)
Protokol:
(Protocol)

I N N

Den Mésic Rok spoleénosti) (Name and organization - eg CRO, or company
(Day) (Month) (Year) representative)

Zdroj [J Spontanni (spontaneous) [] Soucitné uZiti/podani (comp. use) [] Lit. (Lit)

(Source) [ Jiné, uptesnéte (other, specify)

(Nazev a spole¢nost napf. CRO, zastupce

Cislo centra:
(Site number)

Cislo pacienta:
(Patient number)

PODEZRELY LEK (SUSPECT DRUG)

Lék, lékova forma, sila, Davka & davkovani Cislo sarze Datum zahajeni 1é¢by Datum ukonceni 1é¢by Kauzalni vztah mezi Iékem a Indikace k uZiti léku
cesta podani (Dose & frequency) (Batch no.) DD/MMM/RRRR DD/MMM/RRRR nezadoucim Géinkem (Indication for use of drug)
(napf. tbl 5 mg, p.o.) (Therapy Start date (Therapy Stop date 1 = nesouvisejici
(Drug, Dosage-form, dd.mmm.yy) dd.mmm.yy) 2 = souvisejici

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

3 = nelze vyloucit
(Causal relationship

1 = not related

2 = related

3 = can not be excluded)

PRIJATE OPATRENI, PODEZRELY LEK (AcTion TAKEN, SUSPECT DRUG)

] Zadny 1 Neznamy 1 Nelze pouzit
(None) (Unknown) (Not applicable)
[ SniZeni davky, upiesnéte [ Trvale ukoncen
(Dose decreases, specify) (Permanently discontinued)
[0 zvyseni davky, upfesnéte [J Docdasné pierugen
(Dose increased, specify) (Temporarily interrupted)
INFORMACE O PACIENTOVI (PATIENT DATA)
Inicialy: Datum narozeni: Vék: Hmotnost: Vyska Pohlavi
(Initials) (Date of Birth) (Age) (Weight) (Height) Gender:
‘ ‘ ‘ ‘ Muz (mate): [
Den Mésic Rok kg Y .
(Day) (Month) (Year) cm Zena (Female): [
NEZADOUCI UCINEK (ADVERSE EVENT)
Popis nezadouciho ucinku (uvedte diagnozu pokud je zndma)- Nastup reakce: ‘ ‘ | |
symptomy a Ié€ba (Description of Adverse Event (provide diagnosis if (Event onset date) __
available) - symptoms and treatment) Den Mésic Rok
(Day) (Month) (Year)
Ukonceni reakce:
(Event stop date)
Den Mésic Rok
(Day) (Month) (Year)
Vysledek nezadouciho Gcinku (outcome of adverse event)
O Uzdraven (Recovered)
O Uzdraven s nasledky (Recovered with sequelae)
O Neuzdraven (not recovered)
O Neznamy (unknown)
O Smrt (Death)
Datum Umrti: (Date of ‘ ‘ |
death)
Den Mésic Rok
(Day) (Month) (Year)

PFicina(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 Gcinku pripojte, prosim, vysledky
souvisejicich laboratornich vysledkt
(Please attach relevant clinical laboratory ments to confirm the event)

Byl nezadouci Gc¢inek diivodem hospitalizace nebo
jejiho prodlouzeni? ] Ano (ves) LINe(wo)

(Did the event result in hospitalization or prolonged hospitalization?)

ODESLANO DO: (Send to)

Celgene, s.r.o.

Novodvorska 994/138

142 00 Prague 4

Czech Republic

Fax: +420 241 097 606
Email:drugsafety-czechrep@celgene.com
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ANAMNESTICKE UDAJE (MEDICAL HISTORY)

Soucasna nebo predchozi relevantni anamnéza (zahrnujici soub&zna onemocnéni, alergie, koufeni, alkoholismus)
Current or past relevant medical history (incl. concurrent illness, allergy, smoking, alcohol abuse)

0 Pokud ano, upresnéte

(If Yes, please specify) D Neznama (unknown)

[0 Ano (ves) O Zadna (vone)

JINE LEKY (OTHER MEDICATION) LEKy UZIVANE BEHEM POSLEDNICH 3 MESIC PRED NEZADOUCIM UCINKEM (Concomitant medications taken within 3 months before AE

onset)

Lék, lékova forma,

(eg. Tab 5mg, oral)

Davka & davkovani

Datum zahajeni

Datum ukonceni

Kauzalni vztah mezi

3 = nelze vyloudit

Indikace k uZiti Iéku

sila, cesta podani (Dose & frequency) 1écby 1écby Iékem a nezadoucim (Indication for use of drug)
(napf. tbl 5 mg, p.o.) DD/MMM/RRRR DD/MMM/RRRR ucinkem
(Drug, Dosage-form, (Therapy Start (Therapy Stop date | 1 = nesouvisejici

Strength, Route) date dd.mmm.yy) dd.mmm.yy) 2 = souvisejici

(Causal relationship

1 = not related

2 = related

3 = can not be excluded)

Probral pacient tento nezadouci Gcinek s osetrujicim Iékarem? (as the patient discussed this event with their health care

professional?)
[ 1] Ano [ ] Ne [ ] Nezndmo
(ves) (No) (Unkown)

Pokud ano, mizete prosim poskytnout kontakt na osetrujiciho Iékare?

(If yes, would you please provide their health care professional’s contact information?)

Zemé:
(Country)

Jméno:
(Name)

Fax:
(Fax)

Adresa:
(Address)

E-mail:
(email)

Telefon:
(Phone)

Ohlasujici: [ ]lékar [ Jsetra [ ]Iékarnik [ Jpacient [ ]pfibuzny pacienta [ ]jiny, prosim upresnéte

(Reporter) [1 Physician [1 Nurse [1 Pharmacist [] Patient [1 Relative []1 Other, please specify)
Jméno: Zemé: Fax:

(Name) (Country) (Fax)

Adresa: Telefon:

(Address) (Phone)

E-mail:

(email)

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

E-mail
(email)

Podpis:
(Signature)

=V

Datum zjisténi:
(Date of AE Awareness)
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