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OZNAM PRE ZADAVATEL'OV KLINICKYCH
SKUSANI OHADOM PODAVANIA ROCNE]
SPRAVY O AKTUALNOM STAVE KLINICKEHO
SKUSANIA, KTORE SA VYKONAVA PODLA
NARIADENIA C. 536/2014

Zadavatelia su povinni od 1.8.2023 zasielat' Ro¢nu spravu o aktualnom stave klinického skudsania
Statnemu Gstavu pre kontrolu lie¢iv (SUKL) a Etickej komisii pre klinické skigania (EK) na zaklade § 29n
(odsek 3, pismeno d) zadkona €. 362/2011 Z. z.. Vzhladom k tomu, Ze prebieha diskusia o spdsobe podania
Ro¢nych sprév, tak zadavatelia ich zatial nemusia predkladat do ¢asu, kym SUKL a EK nevydaju
usmernenie k predkladaniu Roénych sprav o aktualnom stave klinického skasania. SUKL a EK budu
zadavatelov informovat o usmerneni prostrednictvom webovych stranok. Zaroven ziadame zadavateloy,
aby nasledne dodatocne predloZzili Rocné spravy, ktoré mali byt podané od 1.8.2023 podla vydaného
usmernenia.

Notice to sponsors of clinical trials regarding the submission of the Annual Report on the current
status of clinical trials conducted under Regulation No. 536/2014

Since 1.8.2023, sponsors have been obliged to send the Annual Report on the current status of the clinical
trial to the State Institute for Drug Control (SIDC) and the Ethics Committee for Clinical Trials (EC) on the
basis of Article 29n (paragraph 3, letter d) of the Act No. 362/2011 Coll.. As there is an ongoing discussion
on how to submit the Annual Reports, sponsors do not have to submit them until SIDC and the EC issue
guidance on the submission of Annual Reports on the current status of clinical trials. The SIDC and the EC
will inform sponsors about the guidance via the website. At the same time, sponsors are requested to
subsequently submit the Annual Reports that should have been submitted since 1.8.2023 according to
the issued guidance.
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