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ANAKOINOH

Mpog:

Xopnyou¢ KAIviKwv AoKiuwy,

Kar’ avaBeon Opyaviouous Epeuvag (CRO),

Kévrpa Aigéaywyng KAivikwv Aokiuwy / Epeuvnrika Kévrpa,
Kardéyoug¢ Adeiwv KukAopopiag (KAK)

OEMA: ENAP=H AEITOYPIIAZ TOY CTIS KAI EFTTPA®H ZTO OMS

O1 ®apuoKkeuTIKEG YTTNPEDIEG ETTIBUPOUV VO EVNPEPWOOUV OAOUG TOUG EVOIOPEPOUEVOUG
PopEig OTI, CUPNPWVA PE OXETIKI avakoivwon otnv Etionun Eenuepida Tng EupwTrdikAg
‘Evwong, o Kavoviouég (EE) apiB. 536/2014 yia TiG KAIVIKEG SOKIPES QAPUAKWY TTOU
TTpoopifovTal yia Tov AvBpwTTo Kai yia Tnv katdpynon tng Odnyiag 2001/20/EK, Ba 1eb¢i
o€ 1oxU otig 31 lavouapiou 2022 pe Tnv évapén Aesiroupyiag Tou Clinical Trials
Information System (CTIS).

To CTIS Ba atroTteAei To gviaio onpeio €10600U yIa TNV UTTOROAN aIThOEWY, TNV €yKpion
Kal Tnv €TToTTEia Twv KAIVIKWY OoKIpwv OTIG Xwpeg TS EE kai Tou EupwTraikou
Oikovopikou Xwpou (EOX).

To CTIS aoAAnAemmdpd pe mévie KUpieg PBaoeig dedouévwv Kal CUCTHAPATA Ta OTToia
olaxeipiCetal o Eupwtraikdg Opyaviopog Pappdkwv (EMA). Autd 10 oucTAuaTa
EMTPETTOUV TNV EYYPOQN TWV XPNOTWV, TNV ava{ATNon TTANPOPOPIWV YId 0pyaviououg
KAl POPUAKEUTIKA TTPOIOVTA, Kal TNV atroBrikeuon dedopévwy Kal eyypdewy oto CTIS.

‘Eva €& autwv, 10 ZU0oTnpa Alaxeipiong Opyaviopwy (OMS), amoteAei T Bdon
oedopévwy n otroia TTapéxel oto CTIS emkupwuéva dedopéva  yia  dlIAPopoug
opyaviopoug, Omwg ovouata kal OleuBuvoeigc. ‘OAol ol opyaviopoi ol oTtroiol Ba
xpnoigotroiolv 10 CTIS (EBvikég PapuakoppubuioTikéG Apxég, EmTpotrég BionBikAg,
Xopnyoi, CROs, Epeuvnrikd Kévipa kai KAK) Ba Tmpémel amapaitnta va €ival
eyyeypaupévol ato OMS.
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Me okoT1rd Tnv opaAr petafacn oto CTIS kal Tnv €mmiTUXN dIEKTTEPAiWON TwV SIGdIKACIWV
UTTOBOANG AITACEWV Yyia Tn dlEEaywyn KAIVIKWV dOKIJWY PE TNV €vapgn Tng Asiroupyiog
TOU, KOAEIOTE OTTWG TTPOREITE TO CUVTOUOTEPO dUVATOV OTIG ATTAITOUUEVEG EVEPYEIES VIO
TNV EYYPOQN / TMIKAIPOTTIOINCN TWV OTOIXEIWVY TTOU APOopoUV OTOV OPYAVICHO COG HECW
TNG SIadIKTUAKNG TTUANG Tou SPOR https://spor.ema.europa.eu/omswi/#/.

H diadiktuakr TTUAN SPOR TTapéxel TTAnpo@opieg Kal odnyieg yia tn diadikacia Tng
eyypaoeng oto OMS péow apiBuol eyypdewyv Tou gival TTPOoORACINa PECW TwV
TTpoypapuaTwy Tepiynong (browsers) Google Chrome 1A Microsoft Edge oTov
akOAouBo cuvdeouo https://spor.ema.europa.eu/omswi/#/viewDocuments.

EmimmAéov UAIKO BpiokeTal avapTnuévo atnv I0TooeAida Tou EMA:
pnyopog Odnyog yia to OMS

https://www.ema.europa.eu/en/documents/other/quick-guide-how-use-organisation-
management-service-oms-ctis-training-programme-module-03 en.pdf

Eyxeipidio Xopnywyv yia 1o CTIS

https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-
sponsor-handbook .pdf

MNa Tuxov TTPOaBeTEG TTANPOPOPIES KAl KOBOBAYNON, 01 EVOIOPEPOUEVOI POPEIG HTTOPOUV
va ETTIKOIVWVOUV e Tov Topéa KAIVIKWV AoKIJWwY Twv PapUAKEUTIKWY YTTNPECIWY OTO
TNAéPwvo: +357-22-608-695 A péow e-mail oTo clinicaltrials@phs.moh.gov.cy.

Ap. ‘EAeva MNavayiwToTrouAou
Av. AieuBuvTpia PApPAKEUTIKWY YTTNPECIWV

Koivotroinon (uéow e-mail):

levikn AicuBovrpia, Ytroupyeio Yyegiag

Av. AisuBuvrpia latpikwv YTnpeoiwv kai Yrnpeoiwv Anudoiag Yyeiag
Eb6vikny Emitporrr) BionBikhi¢ Kummpou (EEBK)

Opyavioudé Kparikwv Ymnpeoiwv Yyeiac (OKYTTY)

OykoAoyiko Kévrpo Tpamrelac Kummpou (OKTK)

lepuavikd OykoAoyiko Kévipo (FOK)

Ivarirouro NeupoAoviag kai everikng Kutrpou (INIK)

MNaykurrpio 2Zovoeouo 1diwTikwv NoonAsutnpiwv
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ENGLISH TEXT

ANNOUNCEMENT

To:

Clinical Trial Sponsors

Clinical Research Organisations (CRO)
Clinical Investigational Sites

Marketing Authorisation Holders (MAH)

SUBJECT: CTIS GO-LIVE AND OMS REGISTRATION

The Pharmaceutical Services wish to inform all stakeholders that, according to the
relevant announcement in the Official Journal of the European Union, the Regulation
(EU) No 536/2014 on clinical trials on medicinal products for human use, and repealing
Directive 2001/20/EC, will be implemented as of January 31%, 2022 with the go-live of
the Clinical Trials Information System (CTIS).

CTIS will become the single entry point for clinical trial application submission,
authorisation and supervision in the EU and in the European Economic Area (EEA)
countries.

CTIS interacts with five main databases and systems, managed by EMA, which allow
registering users, searching for information on organisations and medicinal products,
and storing of data and documents provided to CTIS.

One of these databases, the Organisation Management Service (OMS), provides a
single source of validated organisation data for CTIS, such as organisation names and
location addresses. All organisations that will use CTIS (National Competent Authorities,
Ethics Committees, Sponsors, CROs, Investigational Sites and MAHS) are required to
be registered in OMS.
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In order to ensure the smooth transition to CTIS and to successfully complete the
procedures for clinical trials applications with CTIS go-live, all stakeholders concerned
are requested to proceed as soon as possible with the registration / update of their
organization’s data in OMS via the SPOR Portal: https://spor.ema.europa.eu/omswi/#/.

The SPOR Portal provides information and guidance regarding the OMS registration
process in a number of documents which are accessible through Google Chrome or the
Microsoft Edge browser via the following link:

https://spor.ema.europa.eu/omswi/#/viewDocuments.

Additional material is available on EMA website:
OMS Quick Guide

https://www.ema.europa.eu/en/documents/other/quick-guide-how-use-organisation-
management-service-oms-ctis-training-programme-module-03 en.pdf

CTIS sponsor handbook

https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-
sponsor-handbook .pdf

For any additional information and guidance, interested parties may contact the Clinical
Trials Sector of the Pharmaceutical Services at the telephone number +357-22-608-695
or by e-mail at clinicaltrials@phs.moh.gov.cy.

Dr. Helena Panayiotopoulou
Acting Director of the Pharmaceutical Services

Cc (by e-mail):

Director General, Ministry of Health

Act. Director of Medical and Public Health Services
Cyprus National Bioethics Committee (CNBC)
State Health Services Organisation (SHSO)

Bank of Cyprus Oncology Centre (BOCOC)
German Oncology Centre (GOC)

Cyprus Institute of Neurology and Genetics (CING)
Cyprus Association of Private Hospitals
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