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NQVE (New) O . 3
NASLEDNE HLASENI []
(Follow-up)

HLASENI NEZADOUCIHO UCINKU[CZ]
(CELGENE/BMS ADVERSE EVENT REPORT)

HLASENI ¢isLo:

(For Celgene use only)

Pouze pro pouziti Celgene (For company PFijal(a) (Received by):

use only)

Datum pfijeti (Date of receipt)

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

Den Mésic Rok spoleénosti) (Name and organization - eg CRO, or
(Day) (Month) (Year) company representative) v, . -
Cislo pacienta:
(Patient number)
zdroj [ Spontéanni (spontaneous) [ Soucitné uziti/podani (comp. use) [ Lit. (Lit)
(Source) [ Jiné, uptesnéte (other, Specify)

(Nazev a spolec¢nost napf. CRO, zastupce

Cislo centra:
(Site number)

PODEZRELY LEK (SuSPECT DRUG)

Lék, lékova forma, sila, Davka & davkovani Cislo sarze Datum zahajeni Iécby Datum ukondeni 1é¢by Kauzalni vztah mezi Indikace k uziti Iéku
cesta podani (Dose & frequency) (Batch no.) DD/MMM/RRRR DD/MMM/RRRR lékem a nezadoucim (Indication for use of drug)
(napf. tbl 5 mg, p.o.) (Therapy Start date (Therapy Stop date uéinkem
(Drug, Dosage-form, dd.mmm.yy) dd.mmm.yy) Jiné, upfesnéte

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

(Causal relationship
1 = Not related
2 = Related)

PRIJATE OPATI'v{ENi, PODEZRELY LEK (ACTION TAKEN, SUSPECT DRUG)

[J zadny [J Neznédmy [J Nelze pouzit
(None) (Unknown) (Not applicable)
[J snizeni davky, uptesnéte [J Trvale ukonéen
(Dose decreases, specify) (Permanently discontinued)
[J zvyseni davky, upfesnéte [J Do&asné pteruden
(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 (male): [
Den Mésic Rok kg Y .
(Day) (Month) (Year) cm Zena (remale): [
NEZADOUCI UCINEK (ADVERSE EVENT)
Popis nezadouciho ucinku (uvedte diagnozu pokud je znama)- | Nastup reakce: ‘ ‘ ‘ ‘
symptomy a |éCba (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)
| Smrt (Death)
Datum Umrti: (Date of ‘ ‘ ‘
death)
Den Mésic Rok
(Day) (Month) (Year)

PFicina(y) umrti:

(Cause(s) of Death)

V pripadé provedené pitvy prosime o poskytnuti pitevni

zpravy
(If autopsy is performed please forward report)
K potvrzeni nezadouciho uGcinku pFipojte, prosim,
vysledky souvisejicich laboratornich vysledkd
(Please attach relevant clinical laboratory nents to confirm the event)

Byl neZzadouci Gc¢inek diivodem hospitalizace nebo
jejiho prodlouzeni?
(Did the event result in hospitalization or prolonged hospitalization?)

] Ano (ves) ] Ne (o)

ODESLANO DO: (Send to)

Celgene/BMS

Budéjovicka 778/3

140 00 Prague 4

Email: drugsafety-czech@celgene.com
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HLASENI CisLO (CASE NO):

ANAMNESTICKE UDAJE (MEDICAL HISTORY)

[0 Ano (ves)

Pokud

ano,

upresnéte
(If Yes, please specify)

|:| Zéd na (None)

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)

] Nezndma (unknown)

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

(eg. Tab 5mg, oral)

AE onset)
Lék, lékova forma, Davka Datum zahajeni Datum ukondéeni Kauzalni vztah mezi Indikace k uziti 1éku
sila, cesta podani & davkovani |é¢by 1é¢by lékem a nezadoucim (Indication for use of drug)
(napf. tbl 5 mg, p.o.) DD/MMM/RRRR DD/MMM/RRRR ucinkem
(Drug, Dosage-form, (Dose & (Therapy Start (Therapy Stop 1 = Nesouvisi
Strength, Route) frequency) date dd.mmm.yy) date dd.mmm.yy) 2 = Souvisi

(Causal relationship
1 = Not related
2 = Related)

(ves) (No)

Jméno:

[ Ano [ Ne [ Neznéamo

(Unknown)

Zemé:

(Name)

Adresa:

Probral pacient tento nezadouci Gcinek s osetfujicim lékaFem?

(Has the patient discussed this event with their health care professional?)

Pokud ano, miizete prosim poskytnout kontakt na osetfrujiciho Iékafe?

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

Fax:

(Country)

(Fax)

(Address)

Telefon:

E-mail:

(Phone)

(email)

Ohlasujici:

(Reporter)

Jméno:

O 1ékar O

Physician

O 1ékarnik

Pharmacist

setra
Nurse

Zemé:

(Name)

Adresa:

(Country)

[ pacien [ pfibuzny pacienta [] jiny, prosim upfesnéte

Patient

Relative

Fax:

(Fax)

Telefon:

(Address)

E-mail:

(email)

(Phone)

Other, please specify

(Pharmacy Name)

E-mail

Nazev lékarny (pokud Ize pouZit) (if applicable)

(email)

Podpis:
(Signature)

Datum zjisténi:
(Date of AE Awareness)
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HLASENI CISLO (caseno):

Upozornéni na ochranu osobnich Gdaj& (Drug Safety Data Privacy notice)

Vase osobni Udaje budou zpracovany spolec¢nosti Celgene/BMS v rozsahu poZzadovaném zakonnymi povinnostmi
v oblasti bezpecnosti IéCiv a po dobu, ktera je dana touto legislativou.

Spole¢nost Celgene/BMS muze pro Gcely uchovavani Gdajd z divodd vyse uvedenych predat Vase osobni Udaje
spolec¢nosti “Celgene/BMS Corporation”, dalSim pFidruzenym spole¢nostem na celém svété a jakékoli treti strané
poskytujici sluzby spolecnosti Celgene.

Pokud spolecnost Celgene/BMS, jeji pridruzené spolecnosti nebo jakakoli tfeti strana poskytujici sluzby spolecnosti
Celgene/BMS zpracovavaji informace v zemich, které nemusi poskytovat stejnou Grover ochrany osobnich udajl
jako ve Vasi zemi, podnikne spole¢nost Celgene/BMS prislusna opatreni k ochrané dat.

Spolecnost Celgene/BMS a jeji pridruzené spole¢nosti mohou zverejnit Vase osobni Udaje, pokud je to nutné pro
spIn&ni zakonnych a regulaénich pozadavkd.

Podle platné legislativy mate pravo na piistup k Vadim osobnim tdajim poskytnutym spole¢nosti Celgene/BMS,
k ziskani jejich kopii, k jejich opravé a vymazani, pokud jsou nepresné a v rozporu s uréenym zpracovanim.

Pokud si pFejete tato prava uplatnit, musite kontaktovat spolecnost Celgene/BMS nebo
privacydpo@celgene.com. Mate také pravo podat stiznost u Uradu pro ochranu osobnich udajé ve Ceské
republice.

Dalsi informace o tom, jak spoleCnost Celgene zpracovava Vase osobni Udaje a informace o Vasich pravech,
najdete na: https://www.celgene.com/celgene-privacy-policy/

Tato Cast plati pouze pokud je hlasitelem pacient nebo kdokoli jiny nez osetfujici 1ékar.
Vyberte prosim jednu z moznosti:
Odpovéd:

O Udéluji spole¢nosti Celgene/BMS svoleni kontaktovat oSetfujiciho lékare, ktery mé Iécil / ktery 1é¢il pacienta,
v pfipadé vyskytu nezadoucich ucink a zmocniuji jej k poskytovani udaji z mého Iékarského zdznamu souvisejicich
[é¢bou/s nezddoucim uéinkem.

O Ne, nedovoluji spoleé¢nosti Celgene/BMS kontaktovat osetfujiciho |ékafe, ktery mé / pacienta l€Cil.

Pokud udélite svoleni spole¢nosti Celgene/BMS, poskytnéte prosim informace osSetfujicimu |ékafi.

Jméno: Zemeé: Fax:
Adresa: Telefon:
E-mail:
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HLASENI CisLO (CASE NO):

Drug Safety Data Privacy notice

Your personal data will be processed by Celgene/BMS to the extent and for as long as necessary, for the
purposes of the compliance with drug safety legal obligations and for storage purposes.

Celgene/BMS may disclose your personal data to Celgene/BMS Corporation, to other worldwide Affiliates and to
any third-party providing services to Celgene/BMS, for the purposes described herein and for storage purposes.
Where Celgene/BMS, its Affiliates or any third-party providing services to Celgene/BMS process information in
countries that may not provide the same level of protection as in your country, Celgene/BMS will implement
appropriate safeguards. Celgene/BMS 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 and verify your personal information held by
Celgene/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 must contact Celgene/BMS or privacydpo@celgene.com.
You may also have the right to lodge a complaint with the supervisory authority enforcing data protection in your
country.

For further information on how Celgene/BMS processes your personal data and your rights, please refer to:
https://www.celgene.com/celgene-privacy-policy/.

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

[J I grant Celgene/BMS 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 Celgene/BMS permission to contact the prescriber/physician/HCP who treated me/the
patient.

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

Name: Country: Fax:
Address: Phone:
Email:
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