Neziaduca udalost’/reakcia pri klinickom skuSani—
poziadavky na hlasenie v Slovenskej republike

Adverse event/reaction in a clinical trial - Reporting
requirements in the Slovak Republic

1. Skusajaci / Investigator

Skusajuci zasiela hlasenie zdvaznej neziaducej udalosti sponzorovi ako aj zdravotnej

poistovni ucastnika klinického skusania — okrem udalosti nevyzadujtcich okamzité hlasenie
uvedenych v protokole alebo prirucke pre skusajuceho.
Investigator reports serious adverse event to sponsor as well as to the health insurance
company of the subject - with the exception of those that are identified as not requiring
immediate reporting in the protocol or the investigator’s brochure.

2. Zadavatel’ / Sponsor

A. Povinnosti zadavatel'a vo¢i SUKL, etickej komisii a skiiSajicemu st uvedené v

nasledujucej tabulke:

Responsibilities of the sponsor to the SIDC, the ethics committee and investigators are

given below:

HLASENIE / REPORTING

Skusajuci
Investigator

Zavazna neziaduca udalost’
Serious adverse event

Etické komisie
Etics Comm.

Podozrenie na zavaznu neziaducu
reakciu
Suspected serious adverse reaction

SUSAR z daného skusania zo
Slovenska
SUSAR from Slovakia

ano / yes

ano/ yes

SUSAR z daného skusania mimo
Slovenska
SUSAR outside Slovakia

Prehlad SUSAR vo vhodnych
intervaloch

SUSAR line listing in appropriate
periods

ano/ yes

Rocna sprava alebo DSUR
Annual safety report or DSUR

ano/ yes

ano/ yes

" Nepriame hlasenie elektronicky prostrednictvom EV CTM / Indirect electronic reporting

throught EV CTM,




B. Zadavatel mé predlozit’ na poziadanie zdravotnej poist'ovne, ktord vykonava verejné
zdravotné poistenie ucastnika, informacie o vSetkych zdvaznych neziaducich udalostiach,
zavaznych neziaducich u¢inkoch a neo¢akavanych zavaznych neziaducich ucinkoch, ktoré
sa vzt'ahuju na Ucastnika.

Sponsor should upon request of the health insurance company carrying out the public
health insurance of the subject, to supply information about all serious adverse events,

serious adverse reactions and unexpected serious adverse reactions pertaining to the
subject.

C. Skratky/ Abreviations
EV CTM — Modul pre klinické skusanie databanky Eudravigilance/ Eudravigilance Clinical
Trials Module
DSUR —Sprava o bezpecnosti skuSaného lieku/ Development safety update report
SUKL — Statny ustav pre kontrolu lie¢iv
SIDC — State institute for drug control
SUSAR — podozrenie na zavazni neoCakavanu reakciu / Suspected Unexpected Serious
Adverse Reaction
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