Oznam pre zadavatel'ov klinickych skiSani ohfadom podavania Ro¢nej spravy o aktudlnom stave
klinického skusania, ktoré sa vykonava podla Nariadenia ¢. 536/2014

Zadavatelia si povinni od 1.8.2023 zasielat Ro¢nu spravu o aktudlnom stave klinického skusania
Statnemu ustavu pre kontrolu lieciv (SUKL) a Etickej komisii pre klinické skdgania (EK) na zaklade § 29n
(odsek 3, pismeno d) zdkona ¢. 362/2011 Z. z.. Vzhladom k tomu, Ze prebieha diskusia o sp6sobe
podania Ro¢nych sprav, tak zadavatelia ich zatial nemusia predkladat do ¢asu, kym SUKL a EK nevydaju
usmernenie k predkladaniu Ro¢nych sprav o aktudlnom stave klinického skugania. SUKL a EK budu
zadavatelov informovat o usmerneni prostrednictvom webovych stranok. Zaroven Ziadame
zadavatelov, aby nasledne dodatocne predlozZili Ro¢né 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.



